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PATIENT ACCESS TO ALTERNATIVE 
TREATMENTS: BEYOND THE FDA 


WEDNESDAY, FEBRUARY 4, 1998 

House of Representatives, 
Committee on Government Reform and Oversight, 

Washington, DC. 

The committee met, pursuant to notice, at 10:13 a.m., in room 
2154, Rayburn House Office Building, Hon. Dan Burton (chairman 
of the committee) presiding. 

Present: Representatives Burton, Morelia, McHugh, Horn, Mica, 
Davis of Virginia, Souder, Pappas, Snowbarger, Miller, Waxman, 
Sanders, Maloney, Norton, Kucinich, Davis of Illinois, and Tierney. 

Staff present: Kevin Binger, staff director; Judith McCoy, chief 
clerk; William Moschella, deputy counsel and parliamentarian; 
Laurie Taylor and Carol 3 m Hicks, professional st^ members; Te- 
resa Austin, assistant clerk/calendar clerk; Will Dwyer, director of 
communications; Ashley Williams, deputy director of communica- 
tions; Robin Butler, office manager; Phil Schiliro, minority staff di- 
rector; Phil Barnett, minority cWef counsel; Cherri Branson, minor- 
ity counsel; Karen Lightfoot, minority professional staff member; 
Ellen Rayner, minority chief clerk, and Jean Crosa, minority staff 
assistant. 

Mr. Burton [presiding]. Good morning. A quorum being present, 
the Committee on Government Reform and Oversight will begin its 
duties. 

Today, we will begin a series of hearings to examine issues and 
problems related to alternative medical treatment for millions of 
desperately ill Americans. We will also look at deep-seated flaws in 
the process of the Food and Drug Administration that governs ac- 
cess to some of these treatments. These issues are often controver- 
sial. My purpose in holding these hearings is to lay the issues on 
the table and deal with them in the most reasonable and balanced 
way. 

We owe it to the millions of patients, their families, and loved 
ones who are not satisfied with conventional treatments. Health is 
the first of all liberties, and each person is the proper guardian of 
his or her own health. Yet, in our system of health care, personal 
choice in treatments is all too often not an option. The FDA often 
gets in the way of our choices of edtemative medicines and treat- 
ments. 

Medicine is a matter of weighing the benefits of a treatment 
against any possible heirm that may result. At times the Federal 
health care agencies seem to put much more energy and effort into 
avoiffing hartn than they do in weighing the benefits — ^this, despite 

( 1 ) 
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the fact that conventional medicine sanctioned by the FDA offers 
some highly toxic, extremely expensive, and at times only margin- 
ally successful treatments for most deadly illnesses. 

For example, more than 25 years have passed since President 
Richard Nixon first declared war on cancer. He predicted a cure 
within 5 years. So far, cancer has won. We have no cure and made 
only little progress in developing cures. Meanwhile, we know that 
half a million people will die from cancer this year alone. There are 
growing numbers among them who will dep^ from conventional 
treatments because they are too toxic, too expensive, and less effec- 
tive. 

The same can be said of other serious diseases, such as multiple 
sclerosis, hepatitis C, arthritis, asthma, and many others. The mea- 
ger advances by conventional medicine in the treatment of these 
diseases has made alternative and complementary therapies over- 
whelmingly popular. Indeed, more than 45 percent of Americans 
will use some alternative therapy this year alone, and they will pay 
for it out of their own pockets. Who can blame them for searclung 
against hope for a cure? 

More and more doctors are having tremendous success in using 
alternative treatments together with conventional treatments. Oth- 
ers are succeeding with time-proven, natural preparations in ways 
that are less toxic, less damaging, and often less expensive th^ 
the typical conventional therapy. 

Despite the growing Mpularity and success of alternative treat- 
ments, some of our Government institutions are fighting that 
trend. The FDA dictates what treatments doctors can use in treat- 
ing serious illnesses, but most of those are toxic and often dan- 
gerous to already-weakened patients. Meanwhile, our Government 
agencies have spent untold billions of dollars trying to find elusive 
cures. 

In addition, the FDA has harbored a culture of intimidation and 
sometimes harassment against those who are looking for alter- 
native cures. Today, we will hear from a researcher who is at im- 
passe with the FDA after spending his career searching for a cure 
for cancer. He found himself so overwhelmed by FDA paperwork 
requirements that, as an individual researcher, he simply could not 
comply. Today his research is on hold, with no hope to resume. 

It is sometimes done imder the guise of defending good science 
and weeding out fraud, but frequently it undermines the practice 
of good medicine and the potential for greater advances and pos- 
sible cures. Many doctors are truly healing patients through inno- 
vative, safe, and effective measures. At the same time, doctors who 
use alternative treatments do so at great peril to their reputations 
and their right to practice medicine. It is because of the tremen- 
dous courage of many of these doctors and their patients that some 
progress has been made with respect to alternative treatments in 
this country. 

They are not alone in history. It seems that all great discoveries 
were met for a period of time with skepticism and ridicule. For in- 
stance, Louis Pasteur was ridiculed for his germ theory of disease 
and he was ostracized from the medical community for some time. 
Dr. Ignaz Semmelweis spoke to his colleagues about the impor- 
tance of preventing the passing of infection to women in childbirth 



3 


by washing their hands after an autopsy. They laughed at him 
when he t^ked about that. He was similarly ridiculed and died an 
early death without any recognition. Finally, there was Jonas Salk, 
a young doctor with the only hope against polio. He produced a vac- 
cine that was initially forbidden by the medical establishment. 

If anything, histo^ teaches us that in the long term those who 
are ridiculed for their discoveries are often eventually proven right. 
If we don’t leeum from history, we’re doomed to repeat it, and that 
makes progress difficult. What’s clearly needed is a shift in think- 
ing from Government knows better to the people know better. At 
least, there needs to be more of a balance. 

The FDA process for access to new treatments is a good example 
of this need. That is why today we will examine options available 
to seriously ill patients for promising new treatments, and also the 
barriers to getting access. Access to a treatment in the development 
process that is not approved by the FDA generally requires partici- 
pation in a clinical trial, but many patients do not qualify under 
the strict guidelines of a trial. The FDA then makes a life-or-death 
decision as to whether a patient can have the treatment under a 
special exception. If the answer is no, their access is shut off with 
no appeal. 

And I have personally experienced that in my family, and I know 
many of the people in the audience today have as well. When that 
kind of a decision is made, it’s very, very, very hard to deal with. 
You hurt inside because you want to help your loved one, and be- 
cause of regulations, you can’t do a darned thing about it. So you 
just sit there and try to figure out the best way to cope while you 
watch them lose their hair and maybe sometimes even their will 
to live. 

Under these conditions, patients must apply through an FDA 
re^atory process to try to gain access to their desired treatment. 
TWs can be lengthy, trying, and frustrating, especially for someone 
who is terminally ill. And for those who do not have the stamina, 
the family support, sometimes the legal fees, or even congressional 
help, it can be a dead end, and they just die. 

We know from the FDA’s own records that in 1996, about 500 
cancer patients were given access to an experimental drug through 
the FDA, compared to a half a million who died last year. We will 
hear compelling testimony from some of those patients about how 
the FDA process is broken. If that is true, then the Congress is 
obliged to find a way to fix it. 

We know that the FDA process cannot accommodate a half a mil- 
lion people. So, in essence, we as a Govenunent are deciding who 
gets treated and how they are treated, and everyone else is on their 
own. We cannot tolerate that in an open society where choice and 
the right to a healthier life is the first liberty. 

These hearings will also explore ways to help those himdreds of 
thousands who get left out of the FDA-sponsored experimental 
treatments, and therefore, are left out in the cold. We will hear 
from patients’ families who have lost hope and are facing death, 
who are up against a massive bureaucracy, which seems to have 
little understanding of their pain, suffering, and desperation. 

I believe that if a patient is terminally iU, he should have access 
to any experimental treatment on the market. After all, it’s their 
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life, and if they’re adjudged terminally ill, who better than they 
should be able to make the decisions on how they get treated? Cer- 
tainly not the Government. He or she should not have to wade 
through red tape. He or she should not have to fight £^ainst a bu- 
reaucracy. He or she should not have to spend thousands of dollars. 
If someone is fighting for their life, the Government ought to be 
helping them find new alternatives, not throwing up roawlocks. A 
truly compassionate society will help find scdutions to greater ac- 
cess to new and promising treatments. Good health and medicine 
require it. 

Let me just say in closing my opening statement, obviously, the 
FDA is needed and they do a lot of good, but they do throw up 
roadblocks in many cases against people, in front of people, whp 
are terminally ill, and they then cutoff all hope, and that hope 
should never be curtailed ny any individual or any government. 
That’s why we’re holding these hearings. 

Mr. Waxman. 

Mr. Waxman. Thank you very much, Mr. Chairman. 

Today, we’re going to hear from a number of witnesses who are 
fighting cancer. I have the greatest sympathy for them and their 
families. I appreciate their willingness to come forward and tell 
their stories, and I hope they will succeed in fighting and in defeat- 
ing this disease. 

What cancer patients need is to have access to experimental 
drugs, to have those experimental drugs properly tested, and to 
learn whether or not they work. No one wants to waste money on 
treatments that don’t work. No one wants to forego treatments that 
might be more effective. And if something does work, it should be 
made available to as many patients as possible. 

The issue of access to unapproved drugs has far-reaching impli- 
cations both for those who are ill today and those who become ill 
in the future. That is why this issue was taken so seriously and 
studied so exhaustively by another committee of Congress, the 
Commerce Committee, which has primary jurisdiction over the 
Food emd Drug Administration. 

Over the course of 3 years, the Commerce Committee held dozens 
of hearings in both Health eind Environment and the Oversight 
Subcommittees, and heard from patients, providers, and research- 
ers on the subject of FDA reform. The results of that careful review 
suid thorough analysis was carefully crafted, bipartisan legislation 
to reform the FDA, legislation that became law just 2 months ago. 
As a member of the Commerce Committee, I participated exten- 
sively in that process. 

That FDA reform legislation contained a number of provisions 
that will directly benefit patients who seek to use experimental 
therapies. The bill broadened access to experimental drugs to peo- 
ple with serious illness and life-threatening diseases. The bill con- 
tained a fast-track process for drugs with the potential to help pa- 
tients who have diseases for which there are now few treatments, 
and it created a clinical data base, so that patients will have great- 
er access to comprehensive information about experimental thera- 
pies for serious and life-threatening diseases. 

Many of you who are here today testified before the Commerce 
Committee and participated in that process, and I want to assure 



5 


you that your message was heard. Congress did act. Congress 
passed, and the President signed into law, FDA reform. Although 
I’m not sure of the purpose of this hearing, given the fact that new 
legislation has been enacted, and there is no oversight goal because 
the law doesn’t take effect until later this month, I want to wel- 
come the witnesses. I will be here for as much of this hearing as 
possible, although I must apologize to those witnesses that testify 
when I’m not here, because I do have a conflict in my schedule. 

I thank you for holding this hearing, Mr. Chairman, and will 
look forward to getting the full testimony and record that will help 
us evaluate this issue further. 

Mr. Burton. Thank you, Mr. Waxman. 

Our first panel today will be a former colleague of ours, Mr. 
Berkley Bedell. Mr. Bedell, would you come forward and take your 
seat? 

Oh, I’m sorry. Let me swear in the witness, and then I’ll yield 
to you. 

[Witness sworn.] 

Mr. Burton. Please be seated. 

I understand we have some Members who would like to make 
some opening statements. So, Mrs. Morelia, would you like to be 
recognized? 

Mrs. Morella. Thank you, Mr. Chairman. Just a brief statement 
to thank you for holding these hearings on patient access to alter- 
native treatments. I know, and as we’ve heard, that you’re person- 
ally committed to this issue, and I appreciate your dedication to 
helping all desperately ill Americans expand their treatment op- 
tions, regardless of their individual resources. 

I look forward to hearing from toda/s panel of patients and med- 
ical and professional experts. This testimony is very important. The 
patients before us sought alternative medicine for life-threatening 
illnesses. 

Congressman Bedell, I want to thank you for sharing your expe- 
riences overcoming Lyme disease and prostate cancer using an al- 
ternative treatment. It’s great to see you. I look forward to your 
testimony. 

I also look forward to hearing from our medical and professional 
experts. Your experiences will shed light on the barriers to alter- 
native medicine. I’m interested in hearing recommendations on 
how the FDA can both maintain its critic^ mission of consumer 
protection and safety and help to foster innovative new treatments 
of chronic and terminal illnesses. 

I’m also interested in hearing from the witnesses about NIH’s Of- 
fice of Alternative Medicine, its mission, and its contributions. 

There’s no doubt alternative medicine serves an important func- 
tion, and it makes sense to look at how to expand treatment op- 
tions. In doing so, however, it is critical that we ensure that pa- 
tients receive accurate information, not only about seifety, but also 
about efficacy. 

I thank you, Mr. Chairman. 

Mr. Burton. Thank you, Mrs. Morella. Mr. Sanders. 

Mr. Sanders. Thank you, Mr. Chairman. I’ll be brief. 

I’m a co-sponsor of the legislation, and I think what I would say 
that is in my own State of Vermont, about 2 years ago, we held 
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a hearing on alternative medicine. You know, in Vermont it gets 
cold and it gets snowy, and it was a cold, snowy day in January, 
and we held the meeting in Randolph, VT, and to my surprise, we 
had over 500 folks come out. Dr. Wayne Jonas, who is the head of 
the Office of Alternative Medicine, was a guest speaker; Dr. Her- 
bert Bensen firom the Harvard University Institute of Mind/Body 
was also there. 

I know that in the State of Vermont there is a strong effort, 
shared by some of our hospitals, increasingly shared by some of the 
medical establishment, to take a look at alternative approaches to 
disease, to try to also understand how we can develop a safe envi- 
ronment in terms of nutrition, in terms of exercise, in terms of the 
air that we breath, the food that we eat, so that people don’t get 
sick in the first place. 

So I applaud you, Mr. Chairman, for holding this hearing, and 
I look forward to hearing the testimony of our witnesses. Thank 
you. 

Mr. Burton. Thank you, Mr. Sanders. 

Mr. Davis, did you have any opening statements? 

Mr. Davis of Virginia. Briefly, first of all, I look forward to 
hearing Congressman Bedell. What’s today’s conventional wisdom 
sometimes becomes obsolete as we learn more about it. The ques- 
tion for us is always to try to find the right balance. So I’m very 
interested in reviewing the testimony today. 

Congressman, I never had an opportunity to meet you, but I ac- 
tually did a settlement for your son, Tom, years ago, as a young 
attorney out in McLean in the early seventies, and followed your 
bouts with Lyme disease and prostate cancer, and look forward to 
having you and the other witnesses here today on a topic that is 
just critical. 

Mr. Chairmem, I appreciate your holding these hearings. Thank 
you. 

Mr. Burton. Thank you, Mr. Davis. 

I’m sorry, Mr. Horn, you’re down there at the end; I didn’t see 
you for a second. , 

Mr. Horn. Thank you, Mr. Chairman. I’m delighted you are 
holding these hearings. My wife has had breast cancer; I’ve had 
prostate cancer. We’re both in good shape, despite that. I think we 
ought to take a very careful look at every possibility we can think 
of. Obviously, it has to meet certain scientific tests down the line, 
but I have long felt — ^and I participated as a witness in the Barton 
hearings of the Commerce Committee — ^I have long felt that the 
FDA was not moving as rapidly as it should in a whole range of 
areas, not simply alternatives, but even in the basic pharma- 
ceutical areas, where they seem to get things online a little faster 
in Europe than we do in the United States. I think we all realize 
the FDA is there to provide for the public safety. On the other 
hand, if you can organize yourself properly, they ought to be there 
to move things along as rapidly as possible, rather than as slowly 
as possible. So I’m looking for a little guidance in that from our 
various witnesses. 

Thank you, Mr. Chairman. 
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Mr. Burton. T hank you, Mr. Horn. Mr. Snowbarger. 

Mr. Snowbarger. Pass. 

Mr. Burton. He passes, OK. 

[The prepared statements of Hon. Constance A. Morelia, Hon. 
Christopher Cox, and Hon. Edolphus Towns follows:] 
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The Honorable Constance A. Morelia 
ConunittM on Government Reform and Oversight 

Patient Access to Alternative Treatments: Beyond the FDA 
February 4, 1998 

Mr. Chairman, I want to thank you for holding hearii^s on 
patient access to alternative treatments. I know you are personally 
committed to this issue, and I appreciate your dedication to helping all 
desperately ill Americans expand their treatment options, regardless of 
their individual resources. 

1 look forward to hearing from today’s panel of patients and 
medical and professional experts. This testimony is very important; 
the patients before us sought alternative medicine for life-threatening 
illnesses. Congressman Bedell, thank you for sharing your experiences 
overcoming Lyme Disease and prostate cancer using an alternative 
treatment. It is great to see you, and I look forward to your testimony. 
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I also look forward to hearing from our medical and professional 
experts. Your experiences will shed light on the barriers to alternative 
medicine. I am interested in hearing recommendations on how the 
FDA can both maintain its critical mission of consumer protection and 
safety and help foster innovative new treatments of chronic and 
terminal illness. I am also interested in hearing from the witnesses 
about the NIH’s Office of Alternative Medicine, its mission, and its 
contributions. 

Alternative medicine serves an important function, and it makes 
sense to look at how to expand treatment options. In doing so, 
however, it is critical that we ensure that patients receive accurate 
information not only about safety, but also about efficacy. 
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FEBRUARY 4, 1998 

OPENING STATEMENT OF REP. CHRISTOPHER COX 
VICE-CHAIRMAN, COMMITTEE ON 
GOVERNMENT REFORM AND OVERSIGHT 

HEARING ON ACCESS TO MEDICAL TREATMENT 


Mr. Chairman, thank you for holding this hearing today. 

The question before us today is: what obligations does the 
Food and Drug Administration have to severely-ill patients who 
have beneficial, unapproved treatment interrupted as a result of 
U.S. food and drug law investigations or prosecutions? A 
broader question is whether U.S. food and drug law should be 
changed to permit patients greater freedom of choice in medicai 


treatment. 
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As evidenced by today’s witnesses, an increasing number 
of severely-ili patients are turning to alternative forms of medical 
treatment, after finding more traditional medicine to be 
unsuccessful. In fact, the New England Journal of Medicine has 
reported that more than one out of every three Americans have 
at some time relied on an alternative form of medical treatment. 

Unfortunately, the Food and Drug Administration is making 
it difficult, if not impossible, for many patients to gain access to 
desired forms of alternative medical treatment. Some of this is 
due to the fact that the FDA operates under a law written 
decades ago and for the specific purpose of providing for the 
regulation of more traditional forms of medicine. 

Toward this end, I’d be interested in hearing from our 
witnesses today their thoughts on the merits of H.R. 746, the 
Access to Medical Treatment Act, bipartisan legislation of which 
I am an original sponsor. 
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As introduced, the Access to Medical Treatment Act would 
ensure that individuals are free to choose to be treated by any 
legally authorized health care practitioner with any method of 
medical treatment-provided that there is no evidence that the 
treatment causes harm, and that the patient is fully informed 
about any possible side effects. 

For those of us for whom a complete overhaul of federal 
food and drug laws remains a top priority, today’s hearing 
should provide a much-needed dose of reality for lawmakers 
who believe that our food and drug laws are truly serving the 
best interests of severely-ill patients. 


#### 
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ONE HUNDRED FIFTH CONQRES& 

Congrettsi of tf)e Bniteti ^tatesi 

ilotute of IBLepmcentatibtf 

COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT 
21S7 Rayburn House Office Buiumno 
Washinqton. DC2051S-6143 

^ann 

TTT itmaa tmt 

STATEMENT OF REP. EDOLPHUS TOWNS 


BEFORE THE COMMITTEE ON GOVERNMENT 
REFORM AND OVERSIGHT 


FEBRUARY 4. 1998 



Mr. Chairman, I am a bit amazed about today's hearing topic of access to medical treatment 
“beyond the FDA”. 

Yesterday, Democratic members and some Republican staff were briefed by FDA. Some 
of the information in the briefing related to drugs currently under FDA review, so I am limited in 
what I can say. However, it is clear to me that FDA has good answers to many of the questions 
that may arise today. It is unfortunate that our request to let FDA testify today was rejected. 

However, Mr. Chairman. I am here to day because it appears that this hearing is intended 
to encourage the use of experimental therapies on gravely ill people. Apparently, this committee 
is having a memory lapse or enjoys self-contradiction. 

In the first session of the 1 05th congress, this committee voted unanimously to adopt a 
repon examining the illnesses experienced by Persian Gulf War veterans. Thai report, entitled 
“VA, DOD Continue to Resist Strong Evidence Linking Toxic Causes to Chronic Health 
Effects” was based on eleven hearings held by the subcommittee. During those hearings, the 
Committee heard testimony and reviewed thousands of documents provided by private citizens 
and (he federal Departments. We reached one major unequivocal conclusion: the use of 
unapproved or investigational drugs should not have been allowed in a setting that prevented 
oversight, evaluation and monitoring. In unanimously passing that report, this full Committee 
shared that conclusion. Mr. Chairman, I believe that you voted in suppwrt of that report. Yet 
here we are today encouraging the use of unapproved, investigational therapies in settings that 
are without the appropriate oversight, evaluation and monitoring. 

Now some will say that I am unsympathetic and have no compassion for the sick. 
Nothing could be further from the truth Let’s be clear. The FDA generally approves the 
applications of any patient who wants to use an investigational drug where the doctor agrees to 
conduct (he proper evaluation. 1 know that a sick patient may be desperate and willing to lr>’ 
anything. I know that it is not fashionable, but I believe that the government has a duty to 


safeguard the best interests of its citizens, in sickness and in health. There are some things that 
we simply cannot allow the free market to decide and the safety of potentially dangerous drugs is 
one of them. 

Additionally, Mr. Chairman, as a member of this committee and the Commerce 
Committee, 1 know that the Commerce Committee had several hearings about this topic. As a 
result of those hearings, the 105th Congress passed legislation which thoroughly addressed the 
issue of patient access to investigational drugs. The President signed that legislation into law in 
November. 

Therefore, Mr. Chairman, unfortimately, this hearing does not add to the discussion of 
health care in America. Today we walk ground previously trod by others and leave no 
meaningful impression. 
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STATEMENT OF BERKLEY BEDELL, FORMER MEMBER OF 

CONGRESS 

Mr. Burton. Mr. Bedell, do you have an opening statement? 

Mr. Bedell. I sure do. [Laughter.] 

Mr. Burton. Good. You always have, and you’ve ailways been 
very eloquent, Mr. Bedell. [Laughter.] 

Mr. Bedell. First of all, thank you very much for holding these 
hearings and getting some things out in the open that I think are 
very urgent. 

Mr. Chairman and members of this committee, I come before you 
as one who has served with some of you and one who has experi- 
enced the challenges and opportunities you live with. This testi- 
mony is about one of those opportunities which you face at this 
time. 

I also come before you as a patient who can thank alternative 
treatments for disease for the fact that I am alive and well. I left 
Congress because I came down with Lyme disease. My Lyme dis- 
ease was cured by a special whey from milk at a cost of about $500, 
after convention^ treatments consisting of an estimated $25,000 
were not effective. I also came down with prostate cancer, and 
again, it appeared that a $600 alternative treatment was successful 
after it appeared that my surgery and radiation, at an estimated 
cost of $10,000, had not cured my cancer. 

It breaks my heart to have to tell the Lyme disease patients who 
contact me because their current treatments are not curing them 
that the treatment that cured me is not available to them because 
of Government regulations. This is a whey from cow’s milk. 

The problem arises from a Supreme Court decision in United 
States V. Rutherford, in which lower courts ruled that a person does 
have a legal right to use the medical treatment of their choice. On 
appeal, the Supreme Court ruled that there was no such legal right 
because Congress had not authorized it. The court literally sent the 
issue back to Congress, but so far Congress has failed to act to as- 
sure people of this right. How sad. 

So now no one can use a treatment in the United States unless 
the FDA decides that, in their opinion, it is “safe and effective.” 
And it costs millions and millions of dollars to go through the FDA 
approval process. This freezes out anyone except giant corpora- 
tions, and makes it utterly impossible for low-cost, non-patentable 
medicines to get into the system. 

H.R. 746, the Access to Mediceil Treatment Act, is your oppor- 
tunity to solve this problem. Let me explain the bill. 

The bill provides that any person shall have the right to be treat- 
ed by whatever treatment that person desires, so long as: The 
treatment is provided by a properly licensed practitioner, under the 
limits of their practitioner’s license, who has examined the patient. 
There is no evidence that the treatment would be of danger to the 
patient. The patient has been informed of the contents of the treat- 
ment, and any possible side effects, including a written statement 
that says, “This treatment has not been certified safe and effective 
by the Federal Government, anyone who uses it does so at their 
own risk.” There have been no advertising claims made regarding 
the efficacy of the treatment, and the patient has signed a state- 
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ment that they have been informed of all of the above, and still 
wish to be so treated. 

This bill is tightly drawn. It will not cheinge the FDA, nor its ap- 
proval process. Because of peer pressure, pharmaceutical advertis- 
ing, m^practice insurance problems, and insurance policies, the 
vast majority of doctors will not change the way they practice med- 
icine in the short run. Firms who wish to advertise and promote 
a medicine will still have to go through the FDA approval process. 

But it will break the current monopoly, and make it possible for 
people to try some of these alternative treatments such as the ones 
I used. 

I know that partisan politics is a factor in Congress today, but 
this is a nonpartisan bill. Mr. Chairman, you’re a Republican and 
I’m a Democrat. We probably would have voted very few times to- 
gether, but this is an issue that we would both agree to, and I firm- 
ly want everyone to know this is a people’s bill; it’s not a partisan 
bill. It was introduced by a Democrat; Mr. Chairman, a Republican, 
you’re a co-sponsor. In the Senate, it was introduced by Senator 
Daschle, the minority leader; Senator Lott, the majority leader, is 
a co-sponsor. There’s large numbers of both Republicans and Demo- 
crats as co-sponsors. 

I attach a list of the organizations that support this legislation, 
and also information on a poll by a nationally recognized polling 
firm of cardiologists and oncologists, where the majority of both 
said that they felt they should be permitted to use unapproved 
drugs and devices as long as they carried a warning about their 
unapproved status. The Access to Medical Treatment Act includes 
this, and it also includes several other protections. 

There are those who say, “We have to protect the people.” What 
a crazy argument. Anyone can go into a store and buy rat poison 
off the shelf that might kill them, but persons suffering from Lyme 
disease are prohibited from obtaining the whey from cow’s milk 
that might cure them. 

The issue here is pure and simple. The issue is whether informed 
citizens should have the right to make their own health care deci- 
sions or whether a Federal Governmental agency should make that 
decision for them. You do not need a poll to know how people feel 
about that. People are crying out across the land to get the Govern- 
ment off their back and let ^em make their own decision. 

We let people make their own decisions as to how to be helped 
to end their lives, but we will not let them choose the method to 
help them save their lives. My God, and we brag that this is the 
land of the free. 

Life is full of blessings and heartaches. My being alive and 
heedthy is a tremendous blessing for me. My heart aches for those 
who are not as fort\mate as I, and are suffering and dying because 
our Government — ^that is you folks — says they cannot be free to 
choose their own type of medical treatment. 

But the greatest tragedy of all is that so far you good people in 
the Congress have not yet seen fit to pass this legislation and cor- 
rect this tragedy. I pray that this will change. 

[The prepared statement of Mr. Bedell follows:] 
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Testimony of former Congressman Berkley Bedell 2-4-98 Page I . 

Mr. Chairman, and members of this Committee, I come before you as one who has 
served with some of you, and one who has experienced the challenges and opportunities you live 
with. This testimony is about one of those opportunities which you face at this time. 

1 also come before you as a patient who can thartk alternative treatments for disease for 
the fact that I am alive and well. I left Congress because I came down with Lyme disease. My 
Lyme disease was cured by a special whey from milk at a cost of about SSOO after conventional 
treatments costirtg an estimated S2S,000 were not effective. I also came down with prostate 
cancer, and again it appeared that a S600 alternative treatment was successful after it appeared 
that my surgery and radiation at an estimated cost of $10,000 had not cured my cancer. 

It breaks my heart to have to tell the Lyme disease patients who contact me because their 
current treatments are not curing them, that the treatment that cured me is not available to them 
because of government regulations. This is a whey from cow's milk!!! 

The problem arises from a Supreme Court decision in United States vs. Rutherford, in 
which lower courts ruled that a person does have a legal right to use the medical treatment of 
their choice. On appeal the Supreme Court ruled that there was no such legal right because 
Crmgress had not authorized it The Court literally sent the issue back to Congress, but so far 
Congress has failed to act to assure people of this right. How sad! ! I 

So now no one can use a treatment in the United States unless the FDA decides that in 
their opinion it is “safe and efTective." Attd it costs millions and millions of dollars to go 
through (he FDA approval process. This freezes out attyone except giant corporations, and 
makes it utterly impossible for any low cost nort-patentable medicines to get into the system. 

HR-746, The Access to Medical Treatment Act is your opportunity to solve this 
problem. . Let me explain the bill. 

The bill provides that any person shall have the right to be treated by whatever treatment 
that person desires, so long as: 

* The treatment is provided by a properly licensed practitioner, urtder the limits of the 
practitioner’s license, who has examined the patient 

* There is no evidence that (he treatment would be of danger to the patiem. 

* The patient has been informed of the contents of the treatment, and any possible side 
effects, including a written statement that says, “This treatrnem has not been certified safe and 
effective by the Federal Government, anyone who uses it docs so at their own risk." 

* There have been no advertising claims made regarding the efficacy of the treatinenL 

* And the patient has signed a statement that they have been informed of all of the above. 
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Testimony of fornier Congressman Berkley Bedell 2-4-98 Page 2. 
and still wish to be so treated 

This bill is tightly drawn. It will not change the FDA, nor its approval process. Because 
of peer pressure, pharmaceutical advertising, malpractice insurance problems, and insurance 
policies, the vast majority of doctors will not change the way they practice medicine in the short 
run. Firms who wish to advertise and promote a medicine will still have to go through the FDA 
approval process. 

But it will break the current monopoly and make it possible for people to try some of the 
alternative treatments such as the ones I used. 

I know that partisan politics is a factor in Congress today, but this is a not a partisan bill. 
It is a PEOPLE'S BILL. It was introduced by a Democrat, and your chairman a Republican is a 
co-sponsor In the Senate, it was introduced by Senator Daschle, and Senator Lott is a co- 
sponsor. In both houses there are large numbers of co-sponsors from each party 

I attach a list of organizations that support this legislation, artd also information on a poll 
by a nationally recognized polling firm of cardiologists and oncologists. The majority of both 
said that they felt they should be permitted to use unapproved drugs and devices as long as they 
carried a warning about their unapproved status The Access to Medical Treatment Act includes 
this and it also includes several other protections 

There are those who say, “We have to protect the people ” What a crazy argument. 
Anyone can obtain rat poison off the shelf that might kill them But persons suffering from 
Lyme disease are prohibited from obtaining the whey from cow's milk that might cure them 

The issue here is pure and simple. The issue is whether informed citizens should have 
the right to make their own health care decisions, or whether a federal governmental agency 
should make that decision for them. You do not need a poll to know how people feel about 
that. People are crying out across the land to get the government off their l^k and let them 
make their own decisions. 

We let people make their own decisions as to how to be helped to end their lives, but we 
will not let them choose the method of help to save their lives. My God! ! ! And we brag that 
this is the land of the free. 

Life is full of blessings and heartaches. My being alive and healthy is a tremendous 
blessing for me. My heart aches for those who are not as fortunate as I, and arc suffering and 
dying because our govemment-that is you-says they caimot be frile to choose their own type of 
medical treatment. 

But the greatest tragedy of all is that so far you good people in Congress have not yet 
seen fit to pass this legislation and correct this tragedy. I pray that this will change. 



19 


Concept Paper 

Access to Medical Treatment Act H.R. 


The Problem; 

The United States has the best medicine in the world, and the Food and Drug Administration plays 
an essential role in evaluating the safety and efficacy of medical treatments. However, the current 
health care delivery system serves to discourage the development and utilization of alternative 
medical treatments that may have untold potential. 

The time arid expense cutiently requited to gain FDA approval of a ueaiment works to limit 
participation in this system to large pharmaceutical companies. It makes it difficult to take 
advantage of the potentially innovative contributions of individual practitioners, scientists, smaller 
companies and others who do not have the financial resources to complete the HiA approval 
process. It also serves to prevent low<ost treatments from gaining access to the market. 

Therefore, it makes sense to consider opening up the system to alternative treatments that may help 
patients and are not proven harmful under certain carefully circumscribed conditions. 

The Proposal: This legislation would allow an individual to be treated by any licensed 
health care practitioner with any method of medical treatment the individual desires, so long as: 

1) there is no basis to conclude that the treatment would be dangerous to the 
individual; and 

2) the patient is fully informed of its side effects. 

The bill also strictly regulates the circumstances under which claims can be made with respect to 
the efficacy of a treatment 

• FDA’s role would not be changed. ' 

The Access to Medical Treatment Act would not dismantle or appreciably change the current 
operations of the FDA or the conventional medical community. The FDA would stilt have 
responsibility for certifying treatments as safe and effective. This legislation merely attempts to 
open up the system to the utilization of certain new alternative treatments. The claims restriction In 
the bill is designed to remove incentive for major marketing efforts of non-FDA approved 
treatments, and should address the legitimate concern that this legislation could inadvertently 
become a "bypass" for the FDA approval process. 

• Consumer protections are an essential element of the bill . 

The bill contains several important protections to address the issue of consumer safety. In addition 
to the claims restriction, these protections include a tight definition of who qualifies as a health care 
practitioner, strict informed consent requirements, and a stipulation that treatments administered 
under this legislation may not pose a danger to the patient. 

• This is a freedom of choice issue . 

Freedom of choice is one of the bedrock principles upon which our nation rests. Permitting 
administration of alternative medical treatments, provided that individuals are not misled or 
misinformed, extends freedom of choice to the realm of medicine. This legislation stems from the 
conviction that an individual suffering from a life-threatening or otherwise serious disease for 
which conventional medicine offers limited hope should not be denied access to a non-conventional 
treatment if there is reason to believe that it mi^t be beneficial. 
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Section-by-Section Analysis: 

Section 1 . Short title 
Section 2. Definitions 

Section 3. An individual shall have the right to be treated with any method of medical treatment 
that he or she desires, so long as the following conditions are met: 

• the practitioner has personally examined the patient 

• the administration of the treatment does not violate licensing laws 

■ there is no reasonable basis to conclude that the U'eatment poses an unreasonable and 
significant risk of danger to the patient 

• the patient has been informed in writing of the nature of the treatment, including side 
effects and any other information necessary to meet FDA informed consent 
requirements 

• the patient has been informed in writing of the fact that the treatment has not been 
declared safe and effective by the federal government, and has signed a written 
statement indicating that he or she has been made aware of this iitformation 

• any label on the treatment is not false or misleading 

• no advertising claims have been made with respect to the efficacy of the treatment, 
except for accurate and uuthful repotting by a practitioner of the results of his or her 
administration of a treatment 

Section 4. Practitioners must report the namte and results of any Ueatment found to be dangerous 
to the Secretary of Health and Human Services. The Secretary of Health and Human Services 
must properly disseminate this information. 

Section 5. Practitioners must report the nature and results of any treatment found to have a positive 
effect (significantly greater than the positive effect expMted from a conventional ueatment) on life- 
threatening medic^ conditions to the Office of Alternative Medicine. 

Section 6. A treatment may be produced and introduced or delivered into intetsote commerce for 
use in accordance with this Act, as long as there have been no advertising claims made by the 
manufacturer, distributor, or seller. 

Section 7. A practitioner, manufacturer, distributor, or other seller may not violate any provision 
of the Controlled Substances Act in the provision of treatments in accordance with this Act 

Section 8. A health care practitioner who knowingly violates any provisions of this Act shall not 
be covered by the protections of this Act and shall be subject to all other applicable laws and 
regulations. 
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Poll of 160 randomly selected hospital-based oncologists, 
and 216 randomly selected cardiologists and cardiac surgeons 
by a nationally recognized polling firm. 

8. 'What would your posWon be on a proposal to change FDA law so that unapproved drugs and devices 
could be made available to physiciana as long as they carried a warning about their unimproved stanis? 
Would yon strongly favor, somewhat ftvor, somewhat oppose, or strongly oppose such a proposal? 


Cardioloaisls Oncologists 


TOTAL FAVOR 

S3% 

61% 

Strongly favor 

21% 

24% 

Somewhat favor 

31% 

37% 

TOTAL OPPOSE 

44% 

37% 

SonKwhat oppose 

24% 

24% 

Strongly oppose 

20% 

13% 


3% 

2% 


1 1 , nd finally, how many years have you been in practice? 



Cardiologists 

Oncologists 

5 years or less 

7% 

14% 

5-8 years 

7% 

14% 

8-12 years 

14% 

14% 

12-15 years 

17% 

11% 

More man 15 years 

56% 

47% 
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ACCESS TO MEDICAL TREATMENT ACT U.R. 746 
AS OF 1-17-98 


MEMBER STAFF CONTACT 

origional cosponsoiii 

NUMBER 

FAX 

JOE BARTON CTX) 

BETH HALL 

5-2002 

5-3052 

DALE KILDEE (MI) 

ADAM GLUCK 

5-3611 

54580 

NIEL ABERCROMBman) 

AMY BRINKMBYER 

5-2726 

5-4580 

RON DELLUMS (CA) 

YINGLEB 

5-2661 

5-9187 

BERNEB SANDERS (VT) 

STEVE BRESSLER 

5-4115 

5-6790 

LANE EVANS- ' (IL) 

ROBZUCKBR 

5-5905 

5-5396 

MAURICE HINCHEY(NY) 
OWEN PICKETT (VA) 

CHRIS ARTHUR 

5-6365 

54215 

5-0774 

54218 

J.D. HAYWORTH (AZ) 

KRISTY POLLACK 

5-2190 

5-3263 

BOB STUMP (AZ) 

DELORES DUNN 

5-4576 

5-6328 

ELENOR NORTON (DC) 

KHtRAJARRAT 

5-80S0 

5-3002 

BOX ARCHER (TX) 

ANDY SHORE 

5-257 I 

5-4381 

MAJOR OWENS (NY) 

RUTH WESLEY 

5-6231 

5-0012 

HELEN CHENOWBTH(ID) 

NINA SMUCKLBR 

5-6611 

5-0329 

BOB CLEMENT (ITO 

TODD BOULDIN 

54311 

5-1035 

GARY CONDIT (MI) 

JOETHEISSEN 

5-6131 

5-0819 

TOM CAMPBELL (CA) 

SUHAUKAHN 

5-2631 

5-6788 

NICK RAHALL (WVA) 

BIRDIE KYLE 

5-3452 

5-9061 

JIM MCDERMOTT (WA) 

EMH^YMAO 

5-3106 

5-6197 

DANA ROHARABACHBR(CA) 

USA WATSON 

5-2415 

5-0145 

JIM MORAN (VA) 

KRIS KING 

54376 

6-0041 

ROB ANDREWS (NJ) 

DAVID SOCOLOW 

5-6501 

5-6583 

TOM FOGUBTTA (PA) 

STAN WHITE 

5-4731 

5-0488 

JOEL HBFLBY (CO) 

JENNIFER JOHNSON 

6-2638 

6-2638 

LYNNWOOLSBY (CA) 

LYNDA THEIL 

S-5161 

5-5163 

CHRIS COX (CA) 

PETER UHLMANN 

5-5611 

5-9177 

FRANK PALLONE (NI) 

STEVE OUHi 

5-4671 

5-9665 

ELIZABETH FURSE(OR) 

CHRIS PORTER 

5-0855 

5-9497 

GARY ACKERMAN (NY) 

BRIAN ZARAHN 

5-2601 

5-1589 

DAVID DRIER (CA) 

CHARLIE ABBOTT 

5-1944 

5-7108 

ENI FALBOMAVAEGA(AS) 

SUSAN 

5-8577 

5- 

SHELIA JACKSON-LEB(TX) 

MATT BCGER5 

5-3816 

5-3317 

LINDSAY GRAHAM (SC) 

SCOTT 

5-5301 

5-3216 

BOBBY RUSH (H.) 

SUSAN ROSENBLUM 

54732 

5-0333 

JIM TALENT ' (MO) 

ANDY BARR 

5-2651 

5-2563 

ALBERT WYNN (MD) 

CURT CLIFTON 

5-8699 

5-8714 

BOB FHNBR (CA) 

SHARON SHULTZ 

5-8045 

5-9073 

PETER DEUTCH (FL) 

DAWN DINGWBLL 

5-7931 . 

5-8456 

DAN BURTON (D<) 

CAROLYN HICKS 

5-2276 

5-0016 
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cospoioon after introduction 


frank MASCARA 

(PA) 

BONNIE 

5-4665 


ROSCOB BARTLETT(SC) 

JEFF 

5-2721 


MY KIM 

(CA) 

BRIAN FEEBLER 

5-3201 

6-1485 

CHARLES TAYLOR (NC) 

KENDRA 

5-6401 


OEORGB BROWN 

(CA) 

JULIE BACCAHUS 

5-6161 

5-8671 

THOMAS PETRI 

(WI) 

CARLOS MAXWELL 

5-2476 

5-2356 

JOHN DUNCAN 

(TN) 

JEFPMcKENZIE 

5-5435 


JERRY COSTELLO (IL) 

MAGGIE QUARANTO 

5-5661 


BILLOCODLING 

(PA) 

TODD KEELER 

5-5836 


TODDHAHART 

(KS) 

ROBERT NOLAN 

5-6216 

5-3489 

WAYNE GILCHRBST(MD) 

MARIA HIRBINSKI 

5-5311 


RON PAUL 

(TX) 

NORMAN SlNGBLTON 

5-2831 


RALPH HALL 

(TK) 


5-6673 


JOHN OLVER 

(MN) 

KELLY BOVIO 

5-5335 


EVA CLAYTON 

(NC) 

FRANCESCA 

5-3101 


ESTEBAN TORRES 

(CA) 

LIBBY 

5-5256 


JIM MCCREARY 

(LA) 

PETER BOGDANOW 

5-2777 


RICHARD BURR 

(NC) 

ALLISON NEWMAN 

5-2071 


ANNAESHOO 

(CA) 

MAURA DALTON 

5-8104 


DENNIS HASTERT 

(IL) 

AMY 

5-2976 


SAM JOHNSON 

(TX) 

CLARE 

5-4201 


KEN CALVERT 

(CA) 

CATHERINE 

5-1986 


MIKE MCINTYRE 

(NC) 

BILL 

5-2731 

5-5773 

BILLUPINSKI 

(IL) 

MIKE 

5-5701 
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IndividuaJf and Organizations Endorsing the Access to Medicai Treatment Act 
S 578/HR746 


Frank Lawlis 
Prudene Broadwell 

Mr. Durk Pearson and Ms. Sandy Shaw 
Academy for Guided Imagery 
Academy of Ambulatory Foot Surgery 
Academy of Psychosomatic Medicine 
Allergy and Astfima Network, 

Mothers of Asthmatics 
American Academy of Anti-Aging 
Medicine 

American Academy of Biological Dentistry 
American Academy of Environmental 
Medicine 

American Academy of Environmental 
Medicine 

American Academy of Head. Neck,& Facial 
Pain 

American Academy of Medical Infrared 
Imaging 

American Academy of Metabolic Medicine 
American Academy of Orthomolecular 
Medicine 

American Academy of Pain Management 
American Association of Oriental Medicine 
American Association of Naturopathic 
Physicians 

American Association of Physician 
Specialists 

American Autoimmune Related 
Diseases Association 
American Back Company 
St. Joseph's Professional Center 
American Board of Chelation Therapy 
American Board of Medical 
Psychotherapists & Psychodiagnosticians 
American Board of Post Anesthesia Nurses 
American Botanical Council 
American Chiropractic Association 
American Chiropractic Association 
American College for Advancement in 
Medicine 


American College for Advancement in 
Medicine 

American College of Addictionality and 

Compulsive Disorders 

American College of Sports Medicine 

American EPD Society 

American Herbalist Guild 

American Holistic Centers 

American Holistic Health Association 

American Holistic Medical Association 

American Holistic Nurses Association 

American Liver Foundation 

American Massage Therapy Association 

American Occupational Therapy Association 

American Orthotic and Prosthetic 

Association 

Americans for Freedom of Choice 
in Health Care 
Aromatherapy Seminars 
Arklahoma Healing Arts Alliance 
Artemisia 

Association for Network Chiropractic Spinal 
Analysis 

Arthritis Trust of America 
Association of Applied Psychophysiology & 
Biofeedback 

Asthma and .Allergy Foundation 
of America 
Atkins Center for 
Complementaiy Medicine 
Ayurvedic Institute 
Back Pain Association of America 
Bastyr University 

Biofeedback Certification Institute of 
America 

Board for Certification in Pedonhics 
Board for Orthotist Certification 
Body of Knowledge Hellerwork 
Bonnie Prudden Pain Erasure 
Burditt & Radzius 
Burzynski Patient Organization 
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Cancer Awareness Coalition 
Cancer Control Society 
Deepalc Chopra 

Center for Mind Body Medicine 
Neil Kahanovitz, M.D. 

Clinical Directors Network 
Committee for Freedom of Choice in 
Medicine 

Consumer Health & Safety 
Information and Support Network 
Council for Responsible Nutrition 
Crohn's ft CoIitis'Foundation 
of America 

Cystic Fibrosis Foundation 
Sectro Therapy Association 
Epilepsy Fouiidation of America 
Golden Croup 

Great Lakes Association of Clinical Medicine 
Health Freedom Task Force 
Herb Research Foundation 
Hischel Society 
Hudson Institute 
Institute for Natural Medicine 
Institute of Pain Management 
Integral Health Professional Network 
InteinatioDal Academy of Compounding 
Pharmacists 

Intematioiud ft American Association 
- of Clitticsl Nutritioniats 
Iniemational Association of Cancer 
Victors ft Friends 

International Chiropractors Association 
International College of Applied Kinesiology 
Imemational Council for Health Freedom 
Intemational Foundation for Alternative 
Research in AIDS 

Intemationil Oaidative Medical Association 
Intemalianal Rolf Institute 
MatCal Associates 
Maryland Nutritionists Association 
Myr^scial Pain Therapy 
National AIDS Nutrient Bank 
National Acupuncture and Oriental Medicine 
Alliance 


National Acupuncture Detoxification 
Association 

National Association for Music Therapy, Inc. 
National Center for Homeopathy 
National Certification Board for Therapeutic 
Massage & Body Work 
National Coalition of Hispanic and 
Human Services Organizations 
National Coalition for Cancer 
Survivorship 

National College of Naturopathic Medicine 
National Commission for the Certification of 
Acupuncturists 

National Council for Improved Health 
National Council for Therapeutic Recreation 
Certification, Inc. 

National Health Federation 
National Multiple Sclerosis Society 
National Nutritional Foods Association 
National Psoriasis Foundation 
No. American Society of Teachers of the 
Alexander Technique 
OiThomolecular Medical Society 
Pacific Association for Holistic 
Aromathenpy 

Physicians Association for Anthroposophy 
Physicians' Committee for Responsible 
Nutrition 

Polarity Wellness Center 
Pure Food Campaign 
Raftis Associates 

Rosenthal Center for Alternative and 

Complementary Medicine 

Sacro Ocdpita] Research Society 

International 

San Diego Hospice 

C. Nomtan Shealy MD PhD DSc 

Shealy Institute 

Society for Behavioral Medicine 
Society of Fain Practice Management 
Sorsi 

Southwest College of Naturopathic 
Medicine ft Health Sciences 
Swinkin ft Turner 
Synergy Physical Therapy 
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Thought Technology 
Traditional Acupuncture Associates 
Traditional Acupuncture Institute 
Trager Institute 

University of the Pacific School of Pharmacy 
Utah Natural Products Association 
Vegetarian Awareness Network 
Vegetarian Resource Group 
Wholistic Health Center 
World Research Foundation 
The Wholistic Referral Network 


Dwsmbcr 12, l»»7 
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Mr. Burton. Thank you, Mr. Bedell. We appreciate your com- 
ments, and it is a bipartisan issue, a nonpartisan issue. 

Let me say, before I ask you a couple of questions, we’ll try to 
stick to the 5-minute rule as much as possible. So the witnesses, 
if you could confine your statements to 5 minutes, we’d appreciate 
it. 

I read in Life magazine, after my wife developed breast cancer 
and the prognosis was not good — ^they said to her she had a 50 per- 
cent chance to survive 5 years, and I might add, she’s doing ve^ 
well because of an experimental pro-am she’s in. But I read in 
Life magazine about a doctor who nad an experimental program in 
Highland Park, IL, that had helped a lot of women extend their 
lives when they were adjudged terminally ill from breast cancer. So 
I CEilled to see about getting my wife in that program, and I was 
successful in doing that. There were about 75 women in it, and 
they were limited to how many they could get in the program be- 
cause of FDA regulations. 

After a while, I contacted the FDA about expanding the program, 
and they started looking into the expansion of it, and then they 
said, oh, well, they haven’t met all the criterion they should. So 
they shut the program down. I was trying to get it expanded be- 
cause it was helping my wife and 70-some other women, and they 
decided to shut it down. 

Well, fortunately, because we had long talks and discussed this 
issue, they did find a way to reopen the program, and it’s kind of 
on a temporary basis. But when they closed that program down, I 
have to tell you, a lot of those women called me because they knew 
my wife was in the program, and they were just so distraugnt. You 
know, you have to have a good mental attitude in order to have 
good health. If you lose hope or start to lose hope, you start going 
downhill many times. And because of that, many of these women, 
I believe, started to suffer physically, because they were closing 
down the program that gave them the only hope for survival. 'That 
is just a tragic situation. 

So, like you. Congressman, I have experienced this in a personal 
way. I guess my colleague, Mr. Horn, has experienced it. When peo- 
ple’s lives are at stake, as I said in my opening statement, they 
most certainly should have every opportunity to survive, and if that 
means after they’ve been adjudged terminally ill or almost termi- 
nally ill that they want to try alternative therapies or treatments 
or medicines or herbal treatments, or whatever it happens to be, 
they ought to be able to do it. After all, as you’ve said, it’s their 
life. 

Now you’re familiar with the provisions in the FDA reform pack- 
age that attempt to increase patient access, are you not? 

Mr. Bedell. Yes, I am. 

Mr. Blirton. Do you think they make mesiningful change for des- 
perately ill patients? 

Mr. Bedell. I’d like for Congressman Waxman to hear because — 
Henry, my opinion is that you did take a step forward, but you 
need to know my opinion, that you really did not address the real 
issue. And I thiiik the real issue is whether properly informed peo- 
ple should have the right to make their own decision or whether 
the FDA should do it for them. The changes you’ve made ask the 
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FDA to be a little bit more open in what they do, but it still leaves 
it completely up to them to tell me whether or not I — what I can 
do. 

I agree completely with the first part of your statement. Let me 
tell you, I thii^ we both want to do the same thing. The problem 
we have is, the way the law reads today, that there’s no way for 
most of these treatments to ever be tried to even find it out. I ^ow 
the FDA will tell you that there is, but I’m here to tell you that 
I think it’s very clear that for most of the treatments I know about 
there’s just no way in the world for them to be tried, and if they 
hold promise, as the treatment that your wife has, then my argu- 
ment is not just that that should be — ^that it should help her, but 
that may lead us into further steps where it can help a whole lot 
of people rather than the 75 or so. 

It’s perfectly proj>er for people to disagree, and, Heniy, you and 
I may disagree on some things; that’s understandable. But I would 
hope we would be able to try to get to the bottom of what the real 
problem is, because, at least in my opinion, that legislation that 
was passed does not, although I support what was done, does not 
address the real problem. 

Mr. Burton. I’ll yield to Mr. Waxman in just a moment for his 
5 minutes, and then he can 

Mr. Bedell. I’m sorry to take your time. 

Mr. Burton. That’s ml right. You can get away with calling him 
“Henry”; I can’t. [Laughter.] 

Why is there such difficulty in gaining access to many of these 
unconventional treatments such as herbal remedies, and what do 
you perceive as the main obstacles? 

Mr. Bedell. Well, I think there’s a clear obstacle, and the obsta- 
cle is that you caimot use these treatments unless FDA gives you 
permission to, and in order to get permission, you have to get 
what’s called an IND. I’ve got here what the FDA says that you 
have to do in order to get an IND. One of the main things is they 
have to decide that there’s not any other alternative treatment ex- 
cept the one that you’re proposing to use. 'There are very few ail- 
ments that there isn’t some alternative treatment. It may not be — 
it may be far from completely effective, but certainly it’s hard to 
find some that don’t have some of that. 

The other requirements they’ve got to get an IND — ^you’re going 
to have some Burzynski treatment patients here. Dr. Burzynsla 
sent me a copy of a picture of what he submitted at one time to 
try to get an IND, and the stack was that high [indicating] of 
things that he had sent in to get an IND, and he didn’t get it, after 
doing all that. 

Mr. Burton. Let me, before my time is up 

Mr. Bedell. Sorry, I talk too much; I’m a Congressman. 

Mr. Burton. 'That’s all right. 

Mr. Bedell. You can expect that — I was. 

Mr. Burton. That’s an institutional problem around here. 
[Laughter.] 

Let me just say one more thing, and that is, I want to tell 
Henry — ^I hope Henry will listen to this story — ^when I was a State 
legislator, we had a real fight over the Laetrile bill and the 
Chimopapene bill and others which you may not be familieir with. 
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but these are solutions to problems for many patients that were 
s\rffering from cancer and back problems, and so forth. One of the 
people — and I won’t mention his name or his position in govern- 
ment — but one of the people in government in Indiana was diamet- 
rically opposed to what we were trying to do, and he fought us 
every step of the way. Later, his wife became terminally ill with 
cancer, and when it became a personal problem in his family, he 
started using methods and treatments that were not approved by 
the FDA in order to try to save her life. So the thing that became 
so apparent to me — and I do not criticize him for this, because I 
would have done the same thing, because it was his wife’s life and 
he loved her dearly, but the fact is, when it was a problem that 
was out there that people had to deal with, he listened to the peo- 
ple and the AMA and others, and said, hey, listen, we can’t do that; 
that’s not a good procedure; it’s not proven, and so on and so forth. 
However, when it became a personal thing with his wife, imme- 
diately he started searching for any possible answer or remedy. As 
a result, he turned to things that were not “legal” in order to try 
to save his wife’s life. 

So, that’s one of the things I think we ought to consider as Mem- 
bers of Congress in this decisionmaking process. Think of it not 
only as a generic problem, but think of it as your own personal 
problem. If your wife or your child or your mother becomes ill with 
something and there’s no treatment on the market that’s going to 
solve her problem, but there’s an experimental treatment that’s out 
there or am herb^ treatment that you want to use, and it’s not 
been approved by the FDA, what would you do? 

Mr. Waxman. 

Mr. Waxman. Thank you very much. 

I’m going to call you “Mr. Bedell” even though we’re old friends 
because I think that’s appropriate — I’m old-fashioned in terms of 
the protocol, but we are old friends, and we have some disagree- 
ments, but we have a lot more that we agree upon on this issue, 
let alone other issues. 

Mr. Bedell. I think we do. 

Mr. Waxman. There’s no question in my mind that when you’re 
sick or you have a loved one who’s sick, you want to find an^hing 
that’s going to work. It’s not going to make a lot of difference to 
you whether it’s been approved by FDA or not approved by FDA 
and in an experimental phase, because it’s no solace to say that, 
had you lived long enough, you would have had access to some- 
thing that later was approved by FDA as safe and effective. 

But, on the other hand, when you’re desperately looking for 
something to help you, especially ff it’s a disease like cancer or 
some other terminal illness, when you’re desperate, you can start 
grabbing onto things that are worthless, being promoted by people 
that are cheu-latans. 

And the chairman mentioned Laetrile. I remember those hear- 
ings on Laetrile. We used to have meetings where the rooms were 
packed, where people couldn’t move, demanding that Laetrile be 
made available. They wanted it. Anecdotal evidence was that it 
worked. But, finally, we said, let’s get a clear study of Laetrile by 
the National Cancer Institute. They did their study, and they came 
back and said, “this is worthless.” You don’t hear much about 
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Laetrile anymore. But not only is it worthless, it’s harmful when 
people are going to use something that doesn’t work and forego a 
therapy that may work. 

Now we don’t have the answers. That’s what’s driving us all 
crazy. We don’t have the answers. We don’t feel like conventional 
scientists have all the answers either. So we want to encourage re- 
search. We want to encourage experimentation. I believe we need 
an FDA to make sure that when we have drugs, that they go 
through at least a review of the safety and efficacy. I believe effi- 
cacy ought to be required. 

So the question you have is; Well, what about those drugs that 
show some promise? I think if a drug shows promise, we shouldn’t 
make people have to wait until it’s approved. First of all, some 
drugs may never be approved because it’s so expensive. Some drugs 
may never be approved because the manufacturer doesn’t see a 
profit to make. therefore, you may never get to that point. 'The 
whole idea of the FDA modernization law that was passed was to 
give people more access to drugs during the experimental phase. 

Mr. Bedell, you took cow’s milk and it helped you. Wouldn’t you 
have wanted that to be tested? I mean, you don’t want just your 
one incident to be the way to determine whether it’s effective. Peo- 
ple can have other reasons why they’re cured. If it works, we want 
to know if it works, and the best way to know if something works 
is to test it, and to do it in a systematic, scientific manner. 

So don’t you agree that you want these things tested? 

Mr. Bedell, .^solutely. Can I answer? 

Mr. Waxman. Sure. 

Mr. Bedell. First of all, thank you for your openness and that 
we can have this conversation. 

First of all, I want to make it clear — ^you said “promote medi- 
cine.” The Access to Medical 'Treatment Act, in my opinion, would 
not permit the promotion of any medicine. Let me read you a little 
bit from that act. 

Mr. Waxman. Well, but answer my question. Don’t you want 
these things tested? 

Mr. Bedell. Yes, and the question is, how are they going to be 
tested? And my argument would be, under the current system, 
that, in effect, most of them cannot be tested, but under the act 
they could be tested without making it possible for them to be pro- 
moted. 

Mr. Waxman. Well, you disagree, then, with the way that drugs 
are now tested to see if they’re effective, not the fact if there is no 
FDA — ^you just don’t think the process by which scientists try to de- 
termine whether drugs are effective is the correct way to determine 
it? 

Mr. Bedell. No, I think that’s fine, but I don’t think it’s the only 
way, and I wouldn’t think you’d think it’s the only way, Henry. If 
you had 50 people treated by my cow’s milk by a practitioner, and 
edl 50 of them recovered from their Lyme disease, I would think 
that’s a pretty good indication that that must be a pretty good 
treatment, even though you had not gotten a group of scientists to 
sit over here and say, well, this doesn’t prove a damned thing. I 
think that people want to know what works and what doesn’t work. 



31 


I don’t think people are the same as the scientists that want to 
know all these things who put all the roadblocks in. 

But I want to make it very, very clear that for anybody to mar- 
ket or promote a medicine, the Access to Medical Treatment Act 
still requires them to go tlmough this same FDA approval process. 
I want that very, very clearly understood. 

Mr. Waxman. The middle ground — ^more than some middle 
ground — what I think we accomplished in the legislation is that, 
while those experiments are being done, however they’re being 
done, people will have the ability to get access to these drugs. 
We’re not waiting until the end result. I know you’re shaking your 
head. You might want it looser. 

Mr. Bedell. No, no. 

Mr. Waxman. But I think that there’s a role for FDA. We have 
FDA still involved, but during that time we have the ability of peo- 
ple to get access to drugs. If there’s no FDA involved, and it’s sim- 
ply the patient’s choice for whatever they want, you may believe 
that’s the way it should be. I find that troubling because I know 
that human nature is such that people will take advantage of it. 

Another part of that 

Mr. Bedell. Well, they can’t under this bill. This bill would not 
permit them to take advantage. You can’t promote anything under 
this bill. But you said, “these drugs,” and that’s where, if we have 
a disagreement, where it comes. These drugs are the drugs that 
FDA decides should be looked at 

Mr. Waxman. It’s not just the promotion. I want somebody to 
watch to be sure they are doing testing and research in a way 
that’s going to be valid, to come to some conclusion. I’ve heard a 
lot of stories about people who have used drugs for which there’s 
anecdotal statements that they’ve worked, but they don’t system- 
aticedly test it. They do use one drug one day, change it another 
day, auid so you never know what is really worldng and what’s con- 
sistent. I’m not a scientist, but I do believe there is a rationality 
to it, not simply anecdote. 

Mr. Bedell. But I’m taking too much time, but we need to clear- 
ly understand that under that bill the ones that can be looked at 
and tested are the ones that FDA decides can be looked at and 
tested, and if FDA decides that you cannot look at the whey from 
cow’s milk that cured my Lyme disease, under your bill there’s no 
way to go through that \mless the person has the money and the 
wherewithal to satisfy the FDA and spend the money nec- 
essary — 

Mr. Waxman. I disagree with you as to what the bill will do, 
and 

Mr. Bedell. Well, then we’d better have a talk because 

Mr. Waxman. We ought to have further clarification, but it’s my 
understanding that bill will allow people to have access to drugs, 
not FDA sa5dng they can’t have; if it’s during an experimental 
phase, people will be able to become part of the clinical test 

Mr. Bedell. The issue is, which drugs can they have access to? 
That’s the issue. 

Mr. Burton. Thank you, Mr. Waxman, Mr. Bedell. 

Mrs. Morelia. 
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Mrs. Morelia. Thank you, Mr. Chairman, and thank you, Mr. 
Bedell, for your personal experience testimony. 

I’m curious about a number of things. First of all, I’m familiar 
with some alternative therapies — ^the vitamin supplements, nutri- 
tional supplements — ^but could you expand a little bit on what al- 
ternative therapies exist? 

Mr. Bedell. For what? 

Mrs. Morella. Just in general. 

Mr. Bedell. Well, do you want me to tell you about my Lyme 
disease? 

Mrs. Morella. Well, no, just generically, what would you in- 
clude. What would you encompass in your dehnition of alternative 
therapies? 

Mr. Bedell. Well, I think I’d like to tell you about my Lyme dis- 
ease. That’s about as nontoxic as you can get, when you talk about 
whey from cow’s milk. What happened with me with my Lyme dis- 
ease vras, as I told you, I went through three series where heavy 
doses of antibiotics were dripped into my veins daily — once 3 
weeks, once 4 weeks, once 6 weeks. There’s a place in Iowa that 
makes veterinary medicine, and they make it by injecting into the 
udder of a cow killed germs of a particular type while the cow is 
pregnant, before the cow has a calf. When the cow has the calf, 
they then take the first milk — ^it’s called colostrum — ^it’s really quite 
different from regular milk, and they take the whey firom that as 
their medicine. Their theory is that if the cow had really been in- 
fected, the xmbom calf would have contracted the disease from the 
mother cow before it was bom, and Mother Nature would have in 
the colostrum what was necessary to cure the calf then from that 
disease. And this really — I got some of the killed spirochetes, got 
them to be run through the cow by that place, and this is re^ly 
what cured my Lyme disease. 

Mrs. Morella. How does one find out about alternative thera- 
pies? Is there a measurement of the efficacy? 

Mr. Bedell. That’s one of the problems that we have, and I want 
it clearly understood that the Access to Medical Treatment Act 
does not address that very well. The only way people would find 
out about the things that were tried under this Access to Medical 
Treatment Act would be from word of mouth from the practitioner 
or the patients who had been successfully treated, and if they were 
not successfully treated, I argue that there aren’t very many people 
who go around promoting something that didn’t appear to work 
very well for them. 

Mrs. Morella. Successful treatment comes from their own per- 
sonal experience 

Mr. Bedell. That’s right, and it has for 

Mrs. Morella [continuing]. And they say, “I believe that this 
has helped me.” 

Mr. Bedell. Sure. 

Mrs. Morella. We may want to look into how we measure it. 

I represent NIH, as you know, and you were involved, weren’t 
you, in the establishment of the Office of Alternative Medicine? 

Mr. Bedell. Yes, I was. Yes. 

Mrs. Morella. I’m wondering 
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Mr. Bedell. Senator Harkin did it, but I was also involved in 
talking 

Mrs. Morella. Yes. I’m curious about how has that Office of Al- 
ternative Medicine helped to bolster the use of alternative medi- 
cine? Tell us a little bit 

Mr. Bedell. Primarily, over the fact that it was established so 
that people know that there are some people in Government that 
have some concern over alternative medicine, and so on. 

Mrs. Morella. Is there a role for it in this legislation? 

Mr. Bedell. Beg your pardon? 

Mrs. Morella. Is there a further role to enhance and expand 
that office? 

Mr. Bedell. Only that for treatments that practitioners find to 
be effective, they should report it to HHS, which we assume we’d 
end up with it. 

Mrs. Morella. Do we need, in addition to facilitation at the 
FDA, more general scientific research? 

Mr. Bedell. Well, all through history, science has been the thing 
that’s held back innovation from going forward. You know, it’s just 
a fact. And I’m not against science. Science is tremendously impor- 
tant, what the^ve done in terms of looking at how our bodies oper- 
ate, and all that sort of thing. But most scientists are wedded to 
what they feel they know, and what they know is what we’ve 
known in the past, and most scientists are not particularly inter- 
ested in anything new or innovative. The chairman has already 
mentioned that, and what’s happened historically. Certainly, I’m 
not anti-scientist, but if we think that people don’t know anij^hing 
about what they^re doing, I think we’re equally wrong. 

Mr. Burton. The time has expired. 

Mrs. Morella. Indeed. 

Mr. Burton. Can I tell a story? 

Mrs. Morella. Yes, indeed, Mr. Chairman. 

Mr. Burton. I went to Africa. I was the senior Republican on the 
African Subcommittee. You’ll find this very interesting. I developed 
a stomach problem — this is after I was in Congress — and I couldn’t 
eat anything and keep it down. So I heard a story about a guy 
named Barry Marshall down at the University of Virginia, and I 
went down to see Barry Marshall because I had tried ever^hing, 
and he gave me a series of antibiotics with bismuth and some other 
things, and said this had been very effective. I took it, and within 
1 week I had no more stomach problems. 

Now Barry Marshall went to Belgium at an international gastro 
meeting with 2 dl of the stomach experts around the world, and he 
told of his theory that there was a bacteria that was living in the 
stomach that was causing 95 percent of the problems people experi- 
enced. It wasn’t because of nerves that people were getting ulcers. 
It was because of this bacteria. It’s called the helicobacter; H-pylori 
bacteria they called it. He told them about it, and they literally 
laughed him off the stage like they did Louis Pasteur. 

Now Barry Marshall, who’s a good friend of mine now — he cured 
my stomach problem — Dr. Barry Marshall went home, and he 
drank the bacteria and he got deathly ill, and then he took the 
treatment himself and he cured himself. He used this as the way 
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to prove to the scientific community that his treatment worked. He 
literally endangered his own life. 

Now he’s been nominated for the Nobel prize because now every- 
body accepts his thesis that the bacteria that he talked about does 
and can live in the stomach, where before they didn’t believe it 
could. If he had not done that, his treatment would not be ap- 

1 )roved today, and people wouldn’t be being cured of stomach prob- 
ems. People who had cancer of the stomach have been cured by his 
treatment. 

Now the only reason I bring that up is, there was a treatment 
that was ruled ineffective, was not approved, and he forced the 
issue and won, and he probably one day will get the Nobel prize 
for it. This is in our timeframe. 

Thank you very much for yielding. 

Mrs. Morella. There are probably many other instances like 
that, and I think we should continue to look to alternative medicine 
solutions, but I’m reminded, in linguistics and logic, the post hoc 
ergo propter hoc fallacy, that because something occurs after some- 
thing, we attribute it to what occurred prior to it. So I think we 
must be cautious about that. 

'Thank you, Mr. Chairman. 

Mr. Burton. I apologize for taking so much of your time. 

Mr. Sanders. 

Mr. Sanders. Thank you. 

This is an enormously complicated and emotional issue. Nobody 
has the magic answer. I agree certainly with Henry Waxman, who, 
by the way, is one of the heroes of this country in taking on the 
tobacco interest, who for years and years told us there was no prob- 
lem there, and so forth and so on, and we’re indebted to Mr. Wax- 
man for that effort. 

Mr. Burton. Can we applaud for that? 

Mr. Sanders. Right. Yes, we should. [Laughter.] 

And Mr. Waxman is absolutely right also, in that we all know 
there are totally unscrupulous people out there who prey off human 
misery and panic and will make a buck trying to sell useless prod- 
ucts when people are hopeless and at their wit’s end. 

Having said that, there’s another side to the story. Let me just 
mention a few things that come to my mind about how often formal 
or establishment science, which also does enormous work — ^we all 
know that. I just came from the doctor’s office yesterday, and got 
my shots and all that stuff; we’re indebted to that. Let’s just go 
through a few things. 

Nutrition, today there are very few people who deny the impor- 
tance of good nutrition in terms of preserving health or bad nutri- 
tion and disease; 20 or 30 years ago, it was little ladies in Califor- 
nia, they used to call about these little old ladies in California who 
were the people who were talking about that. Now it is common 
knowledge. Cigarettes, 40 years ago, we had doctors on television 
advertising the brands of cigarettes that they smoked. Emotions 
and human health, 30 or 40 years ago, they were separated; here’s 
physical health; here’s emotional he^th. Now there’s a general un- 
derstanding that there’s a strong correlation between how we feel 
about ourselves, our attitudes in life, our emotional health, and 
physical illness. Breast feeding, 40 years ago, women were casti- 
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gated for doing this terribly unnatural thing of breast feeding their 
babies, and now study after study — ^that was the medical establish- 
ment — a terrible thing to spoil your child and breast feed. Now, ob- 
viously, everyone thinks it is the right thing to do. Exercise, 30 
years ago, bed rest was the cure to everything, and now hospital 
after hospital have gymnasiums in their hospitals because doctors 
understand that getting the body moving again is important. 

Heart treatment, just one example, Dr. Dean Ornish — and I 
should point out that the growth of alternative medicine is such 
that many insurance companies now are bepnning — ^bepnning, 
and that’s a whole other issue — to start fimding alternative pro- 
grams. Dean Ornish developed an alternative treatment for heart 
disease. It is now being funded by a number of — premiums are 
being paid — ^not premiums, but it is being funded now by a number 
of insurance companies. His stress is on a low-fat diet, exercise, 
meditation. 

The whole issue of meditation, laughter, as a kooky idea, is now 
not thought to be so crazy. Acupuncture, it took a New York Times 
journalist to get sick in China — ^remember, what was the name of 
the guy, the editorial writer, James Reston had a problem in 
China, it was 20 or 30 years ago. He was operated on with acu- 
puncture, and suddenly acupuncture became in vogue in this coun- 
try, despite the fact that it had been used thousands of years in 
China. Chiropractic medicine is now being accepted in limited ways 
in hospitals; massage therapy; herbal remedies. 

Now what’s the point? "rhe point is that the U.S. Government 
and their doctors, and the AMA, do not necessarily know all of the 
answers to all of the problems. And while there is no question that 
sometimes people will think they’re being cured by a remedy, and 
they' may be wrong, there may be other factors, it is also important 
to point out that the U.S. Government is not right all of the time 
sdso. 

Right at this moment, I have been deeply involved on the issue 
of Gulf War illness, and I must say that, after 6 years, if you go 
to the VA today and you go to the DOD today, they don’t know the 
cause of the problem. They have no effective treatment. Yet, they 
are not looking out to others for developing alternative treatments. 

Four years ago, in this room, the late Mike Synar and I were dis- 
cussing an issue about ceupets and how certain types of carpets 
were making people ill because carpets are heavily laced with 
chemicals, and there are hundreds of doctors who were treating 
people who had been made ill by carpets. Yet, we could not get the 
EPA to talk to one of those physicians, not one. I mean, it was a 
horrible, horrible experience. That raises the issue of indoor air 
quality, multiple chemical sensitivity, and all of that stuff. Has the 
Government done a good job on that? No, it’s not. 

So I think the balance that we want is that we want to go after 
quacks, and the quacks are out there, but, on the other hand, ev- 
erything being equal, we want to respect the right of people to ap- 
proach practitioners and get the treatment that they feel works for 
them, as long as they understand the limitations. I think you men- 
tioned what was in the law, and I think that that’s important. 

So I would say that we should open up the process. I support the 
legislation. 
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Mr. Waxman. Will the gentleman yield to me? 

Mr. Sanders. Yes, Fd be happy to. 

Mr. Waxman. I don’t disagree with what you’re saying. We ought 
to respect new theories, new experiments, new ideas, because 
sometimes we reach conclusions just because they’re new, they’re 
not accurate. But Barry Marshall, for example, was mentioned, had 
a hypothesis. He was laughed at when he had no data. When he 
developed the data, when he showed that his h3rpothesis worked, 
then he got the drug approved in a very quick timeframe. He, if 
we had him here, would probably defend the idea that you have to 
use some kind of scientific scrutiny, and rationality to determine 
whether it works, and he was the best example of somebody who 
did that. 

I worry that we do dismiss ideas, and we all know how so many 
things were dismissed that now are accepted, common wisdom, but 
we ought not to be so quick to dismiss it. There’s something about 
human nature that’s a plus and a minus, and often it’s minus be- 
cause human nature is such where people aren’t open to new ideas, 
but we ought to be open to them, and then pursue them, not ignore 
them, but not just accept them without 

Mr. Sanders. I agree, Henry, but the truth of the matter is, if 
you had a Federal Government today or an apparatus or a bu- 
reaucracy that was vigorous — I mean, for example, we fought very 
hard to get the Office of Alternative Health, and do you know 
what? That office, which is being besieged with telephone calls, is 
not getting the respect from the NIH that it wants right now, and 
we have to fight that battle as well. 

So I — well, OK, Fve said enough. Thank you, Mr. Chairman. 

Mr. Burton. Well, thank you, Mr. Sanders. 

Let me, before I yield to Mr. Horn, just say that I think you 
he^ed make the point, though; Mr. Marshall was having a very 
difficult time in getting ever^hing done until he actually made 
himself a guinea pig. Then, once he proved it, then they started — 
the wheels started moving. It seems to me they should have expe- 
dited that in a better way, rather than waiting until he actu^ly 
put his life at risk before he checked that out — ^before they checked 
it out. 

Mr. Horn. 

Mr. Horn. Thank you, Mr. Chairman. I have one question, and 
then I’ll yield the rest of my time to you. 

Let me ask you, to what degree is the idea that if a person is 
terminally ill, and declared so by appropriate doctors, that they 
should receive a particular medication or alternative medicine, 
even if the FDA has not approved it? We certainly see that problem 
in AIDS, where a lot of people are worried that I can’t have access 
to that because the FDA hasn’t approved it, 2md yet the/re clearly 
in a terminally ill situation. 

Mr. Bedell. Sure. 

Mr. Horn. Is there any language on that? 

Mr. Bedell. I’m not real knowledgeable about AIDS, but because 
of the political pressure, there have been some loosening for AIDS 
patients. But if I was a cancer patient and was sent home by con- 
ventional medicine to die, there’s nothing more they can do for me, 
I can go to Germany or I can go to the Bahamas or I can go to Mex- 
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ico, or somewhere else, but I cannot have access to any of these 
treatments here in the United States because the FDA has said 
that they cannot be administered here in the United States. 

Mr. Horn. Well, I’m raising the question: If you’re declared ter- 
minally ill, should they have it, regardless of what the FDA now 
says? 

Mr. Bedell. Oh, well, sure. I can take you to any number of 
those clinics and they will show you — I’m not saying everybody — 
but they will show you patients — ^you can check it — ^that have been 
terminally ill that have been cured by those people. Now the ques- 
tion is not, to me, whether it’s 1 in 10 or 1 in 1,000, or what it 
is. My argument would be that if I am terminally ill and sent home 
to die, and there’s some place I can go that there’s some reasonable 
chance that it might somehow save my life, it’s very wrong for the 
Government to tell me I can’t do it here in my own country unless 
I’ve got enough money to go somewhere else. 

That is part of the argument here. The argiunent here is whether 
people should have the right to make those decisions if th^re 
properly informed, and not misled, themselves, or whether a Gov- 
ernment bureaucrat should tell them they’ve got to go home and 
die. To me, I just can’t imagine that. Maybe I’m too — ^maybe I’m 
soft-hearted; I don’t know, but death is not really a small item in 
our society. 

Mr. Horn. Well, I thank you, and I yield back my time to the 
chairman, if he’d like to use it. I have to get to a meeting. 

Mr. Bedell. Mr. Chairman 

Mr. Burton. Thank you. 

Mr. Bedell [continuing]. Can I quickly say something that’s in 
this bill? 

Mr. Burton. Sure. The gentleman has pelded me his time, and 
I’ll let you 

Mr. Bedell. Let me read you — ^Henry, I want you to be sure to 
hear this. In the bill it says that, subsection (c), “there have been 
no advertising claims made with respect to the efficacy of the medi- 
cal treatment by the practitioner, manufacturer, or distributor,” 
and that is defined in the bill, advertising claims. 'The term “ ‘adver- 
tising claims’ means any representations made or suggested by 
statement, word, design, device, sound, or any combination thereof, 
with respect to a medical treatment.” I would argue that his says 
that you can’t market anything, which I think is our big concern, 
you can’t market anything without going through the FDA process, 
even if this legislation were passed. 

Mr. Burton. Who seeks time? Mr. Kucinich. The gentleman is 
recognized for 5 minutes. 

Mr. Kucinich. Thank you very much, Mr. Chairman. 

I think we’re at a point in American history where people are 
starting to look at alternative solutions to many things, and medi- 
cine is one area where the structured medicine, which has served 
millions of Americans for many, many years, is — there are cur- 
rently people looking at ways to try to expand that structure, cer- 
tainly respecting the practical alternatives which allopathic medi- 
cine provides for people, but at the same time availing ourselves 
of expanding knowledge of the possibilities of alternative treat- 
ments. 
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The testimony of the former Congressman, as well as discussions 
I have had with literally hundreds of my constituents on this issue 
over the past few years, makes it obvious that across this country 
there is an awareness that alternative methods of treatment are 
part of a vast, if you want to call it, “underground” approach to 
treating serious illnesses. 

I think that as we go into this issue, we come to many different 
aspects which challenge our whole assumptions about health care 
right from the beginning, and that I think is healthy. The idea that 
perhaps someone else can even be responsible for health is an issue 
that’s being challenged, I think will be challenged in the next mil- 
lennium. People are starting to take more responsibility for their 
health. We seek the assistance of medical practitioners to help fa- 
cilitate our wellness, but it begins with our own knowledge and un- 
derstanding. So people are looking at diet, as it creates conditions 
of health. People are looking at the possibilities of how their every- 
day life practice creates what we know as health. 

While I’m from a community which has one of the finest medical 
facilities anywhere in the world, Cleveland, OH, and I’m a strong 
supporter of that great medical complex in Cleveland, OH, I also 
know that we’re at the eve of a new dawn of understanding in 
health care, and we have to expand the possibilities. We have to 
permit for the emergence of alternative ways of curing people. 

Himdreds of years ago, the methods that are now used by 
allopathic practitioners would have seemed to be impossible. The 
changes in technology have improved the exercise, facilitated the 
practice of allopathic medicine. But, again, as we introduce new 
ways of thinking about health, it’s inevitable that alternative meth- 
ods need to be looked at. 

And we also really don’t know the way in which the relationship 
between psyche and soma interact. That’s still a vast, uncharted 
area in health care: how people can come to believe that something 
works for them, and maybe doesn’t work for another person. 

So this kind of a hearing, Mr. Chairman, is extremely important 
because it gives us a chance to open up a window and look through 
this great expanse of knowledge and possibilities, and to hear from 
people who have experienced wellness as a direct of alternative 
methods when everything else failed. We have to respect that testi- 
mony, and we have to take it for being what it is; and that is, it’s 
representative of a great number of people who have come to this 
table with — and will come here — ^with stories of how they benefited. 
So I think in Congress, what we need to do is to listen carefully 
and find ways that we can enable more and more of our people to 
achieve wellness using the broadest range of possibilities. 

Thank you very much, Mr. Chairman. 

Mr. Burton. The gentleman yields back the balance of his time. 

Mr. Kucinich. I yield back. 

Mr. Burton. Mr. Davis, you’re next. I’ve been informed we have 
two votes possibly on the floor, and I would like to finish with Mr. 
Bedell before we head for the vote if it’s possible. 

Mr. Davis of Illinois. Well, thank you very much, Mr. Chair- 
man. As a matter of fact, I only have one or two questions. 

Let me thank you so much for your testimony. I really enjoyed 
it. I appreciate hearing it. 
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Let me ask you, do you think that there is any strong possibility 
that we might have difficulty under the act regulating or determin- 
ing who practitioners really are? 

Mr. Bedell. No. The practitioners are, I think, clearly defined, 
and the important thing is that this legislation says, under the lim- 
its of their license. So that this le^slation says that, if you were 
a chiropractor, this would not permit you to give injections, for ex- 
ample. So that the issue of who a practitioner is doesn’t expand in 
any way who a practitioner is, and it clearly says that you cannot 
do anything more than you’re already authorized to do under the 
law. 

Does that answer your question or 

Mr. Davis of Illinois. It does. The followup thought that I have: 
Should the act be passed — one of the criticisms of the Food and 
Drug Administration has been that it sometimes takes an awfully 
long time to make the determination about the use — someone men- 
tioned the Chimopapene treatment earlier, which is something that 
I had some years ago. As a matter of fact, I traveled to Canada at 
the time to receive it because it could not be provided by my physi- 
cian, and that’s been about 20 years, and of course I’m pleased to 
note that I’ve been walking ever since and doing quite well as a 
result of it. 

But do you think it might help facilitate or speed up the practice 
of the Food and Drug Administration in terms of the time that it 
takes to determine whether or not a treatment or a drug could be 
safely used? 

Mr. Bedell. No, I do not, and this legislation does not address 
that issue. In fact, I have to tell you, in my opinion, if the Food 
and Drug Administration certifies that something is s^e and effec- 
tive, they ought to be darned sure that it is safe and effective, and 
this legislation in no way would adversely change how they operate 
in terms of certifying tilings as safe and effective. I would not per- 
sonally believe that they should. I believe people are entitled to 
know — ^have clear, accurate information, and if the Government 
tells them something is safe and effective, I think they ought to 
have every confidence that that is, indeed, true. I do not criticize 
the FDA for the fact that you told them to make sure it’s safe and 
effective; they’d better really do it. 

Mr. Davis of Illinois. And you have no fear that it may gen- 
erate a proliferation of practitioners who have ideas and great 
theories, but no real opportunity for them to have been determined 
useful or not, that individuals may not run off and use them any- 
way? 

Mr. Bedell. I didn’t understand your question. 

Mr. Davis of Illinois. Well, I’m saying, all of us get ideas that — 
specially people who are intellectual and people who have been 
trained and people who know things, and those have not always 
been tested, or tested effectively or not 

Mr. Bedell. That’s right. 

Mr. Davis of Illinois [continuing]. And will use them. I’m say- 
ing, do you think that it may generate more people using them 
than 

Mr. Bedell. Well, in the legislation, if it’s shown to be dan- 
gerous, they have to report it immediately, any treatment. So that 
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there are — I do not doubt for a minute, whether we have the legis- 
lation or not, there are going to be some people treated with a 
treatment that doesn’t work. I would argue that we’ve got a lot of 
those right today in our system. But this legislation says that if I 
have an idea and I’m a practitioner and I treat a person with that, 
first of all, there cannot be any evidence that it’s endangered the 
patient, and if I find that it is, I have to report it immediately to 
the Government, so that information can be dispensed. And if I 
continue to administer it, I’m in violation of the act, and I have no 
protection under the act anymore. 

Mr. Davis of Illinois. I thank you very much, and I have no 
further questions, Mr. Chairman. 

Mr. Burton. Mr. Tierney, no questions? 

I want to thank you. Congressman Bedell, for being with us. 

We will stand in recess until these two votes, and then we’ll go 
to the next panelists. 

Mr. Bedell. I apologize for taking so much time, Mr. Chairman, 
to both you and the other witnesses. 

To the gentleman fix)m California, I appreciate the fact that 
you’re here, and I agree with you; I think we agree on a lot more 
than what we disagree on, and I want you to know it was a pleas- 
ure serving with you. 

Mr. Burton, 'rfiank you, Mr. Bedell. 

The committee stands in recess. Hopefully, we’ll be back in about 
15 minutes. 

[Recess.] 

Mr. Burton. The committee will reconvene. Will everybody 
please take their seats, and could we get the doors shut, please? 

I have a couple of unanimous consent requests. I don’t think 
they’re controversial. I’ll bring these up at this time. 

I ask unanimous consent that the record remain open to receive 
answers to additional questions the committee may propound to 
the witnesses. Without objection, so ordered. 

I ask unanimous consent that all written statements submitted 
by Members and the witnesses be included in the appropriate part 
of the record. Without objection, so ordered. 

Our second panel is Mr. Jack Kunnari, Becky Nippert, Genevieve 
Sherman, Mary Jo Siegel, and Ann Fonfa. I hope I pronounced that 
correctly. Would you please come forward and take your seats at 
the table. I think you have name tags there. 

Ms. Fonfa sits there, Ms. Siegel, Ms. Sherman, Ms. Nippert, then 
Mr. Kunnari. 

We normally swear everybody in. I know that you’re not going 
to give false statements, but it’s just standard procedure. 

Is everyone here? 

Ms. Fonfa. Mr. Chairman, I need to affirm. 

Mr. Burton. Beg your pardon? 

Ms. Fonfa. I would need to affirm; I don’t swear. 

Mr. Burton. OK, you may affirm. 

Would you raise your right hands, please? 

[Witnesses sworn.] 

Mr. Burton. Be seated. 

All right, I guess we could have switched the name tags around. 
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I think maybe it would probably be proper just to go down the 
line and ask you if you have opening statements, and we’d like for 
you, if you can, to limit your statements to 5 minutes, and we’ll 
submit any extra that you have for the record. 

So, Ms. Fonfa, may I have your opening statement? 

STATEMENT OF ANN FONFA 

Ms. Fonfa. Yes, thank you. 

When a person’s diagnosed with cancer, her immediate desire is 
to be given the treatment that will cure it. We want to rely on our 
doctors for the answer. I know, because I was diagnosed with 
breast cancer in January 1993 at the age of 45. I found a lump dur- 
ing my monthly breast self-exam, just 2 months after a clinical 
exam by my doctor. 

We don’t have any answers for cancer. If we were doing well with 
conventional treatments, cancer mortality rates would surely have 
fallen dramatically, and 50 percent of all women diagnosed with 
breast cancer would not be dead in 15 years. 

I recently attended the 15th Annu^ Symposium of the Chemo- 
therapy Foundation. Many of the speakers mentioned the moderate 
gains now being achieved through the use of chemotherapy. Unfor- 
tunately, survival time does not seem to be impacted by any new 
developments in drug use, and if survival has not improved, then 
surely we must look in other directions. 

In the past 2 years, the American Cancer Society and NCI would 
place a nonconventional treatment on the unproven methods list, 
and that was the kiss of death. No research fimds would be re- 
ceived once an idea was trashed this way. So instead of examining 
new parameters, they were written off almost immediately. Now 
this may be great for keeping the system running neatly, but it 
sure has been lousy for a person with cancer. 

The fact that natural treatments usually are not owned or pro- 
moted by any company has probably limited development. NCI 
should take charge and design appropriate clinical trials to move 
their investigation forward rapidly. 

Interestingly, treatments that were classified as unproven have 
lately been re-examined and removed from the list; for example, 
hyperthermia and Coley’s toxins. It’s my belief that the impetus to 
explore alternatives comes from the consumer movement. 

The Chemo Prevention Branch of NCI now has a mandate to ex- 
plore many natural substances used in those modalities. As a pa- 
tient and advocate, I often wonder how to approach a conventional 
physician with my nontoxic protocols. Last year, after extensive re- 
search and discussions with several scientists, and my physician in 
Mexico, I began using high-dose vitamin A and vitamin E in liquid 
form. I started this on March 1, 1996. By the 22nd, I observed a 
decrease in the tumor, and over the next week it continued to re- 
duce in size. When I went to my oncologist to show him, he said, 
“I don’t remember what the tumor used to look like.” And I could 
understand that, but what was so enraging was that he exited the 
room almost immediately thereafter. He never touched the lump. 
He didn’t even measure it. He barely looked at it. Surely a con- 
cerned, interested, open-minded clinician would want to rejoice 
along with his patient at such a result, especially since the Chemo 
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Prevention Branch has been looking into the use of vitamin A, 
known as retinoids, and researchers are currently using it to treat 
some cancers. 

It’s 5 years since I began researching alternative and com- 
plementary cancer therapies. Did I find a single magic bullet? No, 
but then I no longer believe in that concept. I think each patient 
may find something that’s right for them. I wish there were tests 
devised to tell us who might benefit from which treatment, includ- 
ing the conventional ones. In fact, I deplore the idea that we cannot 
distinguish the patients for whom chemotherapy is effective from 
those who are simply harming their bodies with no gain. This is 
an area our tax dollars should pay to explore. After all, most cancer 
patients are given the conventional treatment, and many still die. 

Many people with cancer call me for information and advice. I 
tell them I’m not a doctor, and I don’t have any answers, but what 
I do know about are possibilities, and there are many. Only if we 
know what is available is the concept of informed choice fully func- 
tioning. 

Materials should be in every surgeon’s and oncologist’s office, so 
that patients have immediate access to choices in treatment. Yes, 
in some cases when a patient is deemed terminal the doctor will 
not object if the family comes up with something to try that's out 
of the norm, but rarely will they know enough about the possibili- 
ties to offer advice. It’s almost as if they were wearing blinders. No 
matter how many patients die of their disease, the physician has 
no personal responsibility to explore the options. 

An additional torment is the insurance question. We may seek 
and tiy several options. They’re almost always less expensive than 
conventional treatments, but receive not a penny in coverage. I per- 
sonally spent $27,000 on a 5-week trip to a clinic in Mexico. My 
insurance company would not even cover the blood test I received, 
nor did they pay to have a catheter inserted, so that I could use 
certain treatment. When I returned to New York, the surgery to re- 
move the catheter was fully covered. 

Comparing the costs, I noticed that a 1-hour-and-fifteen-minute 
surgery in New York cost me $7,000. Four hours of surgery would 
have cost me as much as the 5-week stay, which I credit with help- 
ing me regain control of my health. Of course the surgery would 
have been fully covered. 

Another aspect that’s rarely addressed is the fact that many 
oncologists prescribe drugs in what’s called an off-label use. This 
means they follow hunches and not accepted protocol. If they’re 
willing to do this with chemotherapy drugs, wny not expand the 
horizons to allow the use of nontoxic treatments? Although few 
medical schools offer course work on nutritioned issues, complemen- 
tary, or natural medicine, continuing education courses are now 
available. Of course there’s not much money to be made from natu- 
ral substances. 

And why haven’t we heard about treatments that are used in 
other countries? Germany uses homeopathy and herbs, as does 
France. In China, cancer treatment is normally combined with 
herbs, and standard protocol, while Japan has pioneered the use of 
medicinal mushrooms. American doctors need to expand their vi- 
sion. People with cancer in their families are looking for doctors 
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who will respond to questions about alternative and complemen- 
tary treatment. We will no longer accept uninformed responses. 
Our lives are at stake, and we need access to all medical options. 
Thank you. 

[The prepared statement of Ms. Fonfa follows:] 
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Testimony of Ann E. Fonfa February 4, 1998 

When a person is diagnosed with cartcer her immediate desire is to be given the 
treatment that will cure it. We want to rely on our doctors for the answer. 

I know because I was diagnosed with breast cancer in January of 1993 at the age of 
45. I found a lump during my monthly breast self-exam, just two months after a clinical 
exam by my doctor. 

We don't have any answers for cancer. If we were doing well with conventional 

treatments, cancer mortality rates would surely have fallen dramatically. And 50% of all 
women diagnosed with breast cancer would not be dead in 15 years. 

I recently attended the XVth annual symposium of the Chemotherapy Foundation. 

Many of the speakers mentioned the moderate gains now being achieved through the 
use of chemotherapy. Unfortunately survival time does not seem to be impacted by any 
new developments in drug usuage. And if survival has not improved, then surely we 
must look in other directions. 

In past years, the American Cancer Society would place a non-conventional treatment 
on the Unproven Methods list, and that was the kiss of death No research funds would 
be received once an idea was trashed this way. So instead of examining new 
parameters, they were written off almost immediately. Now this may be great for 
keeping the system running neatly but it sure has been lousy for a person with cancer. 
The fact that natural treatments usually are not owned or promoted by any company has 
probably limited development. NCI should take charge and design appropriate clinical 
trials to move their investigation forward rapidly. 

Interestingly, treatments that were classified as unproven have lately been re-examined 
and removed from the list, i.e. hyperthermia. It is my belief that the impetus to explore 
alternatives comes from the consumer movement. The Chemoprevention branch of 
NCI now has a mandate is to explore many natural substances used in these 
modalities. 

As a patient and advocate, I often wonder how to approach a conventional physician 
with my non-toxic protocols. Last year, after extensive research and discussions with 
several scientisits(Dr. Zachrau, Dr. Issels) and my physician in Mexico. I began using 
high dose Vitamin A and Vitamin E in liquid form. I started this on March 1” 1996. By 
the 22"” I observed a decrease in the tumor. Over the next week, it continued to 
reduce in size. When I went to my oncologist to show him, he said “I don't remember 
what the tumor used to look like". I could understand that but what was so enraging was 
that he exited the room almost immediately thereafter. He never touched the lump, he 
didn't even measure it, he barely looked at it. Surely a concerned, interested open- 
minded clinician would want to rejoice along with his patient at such a result. 

Especially since the Chemoprevention branch has been looking into the use of Vitamin 
A known as retinoids, and researchers are currently using it to treat cancers. 

It is five years since I began researching alternative/complementary cancer therapies. 
Did I find a single magic bullefi’ No. but then I no longer believe in that concept. I think 
each patient may find something that is right for them. I wish there were tests devised 
to tell us who might benefit from which treatment, including the conventional ones. In 
fact, I deplore the idea that we cannot distinguish the patients for whom chemotherapy 
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is effective from those who are simply harming their bodies with no gain. This is an area 
our tax dollars should pay to explore. After all most cancer patients are given the 
conventional treatments and many still die. 

Many people with cancer call me for information and advice. I tell them I am not a 
doctor and I don’t have any answers But what I do know about are possibilities. And 
there are many. Only if we know what is available is the concept of informed choice 
fully functioning. Materials should be in every surgeon and oncologists office so that 
patients have immediate access to choices in treatment. 

Yes, in some cases when a patient is deemed terminal, the doctor will not object if the 
family comes up with something to try that is out of the norm. But rarely will they know 
enough about the possibilities to offer advice. It is almost as if they are wearing 
blinders. No matter how many patients die of their disease, the physician has no 
personal responsibility to explore the options. 

An additional torment is the insurance question. We may seek and try several options. 
They are almost always less expensive than conventional treatments but receive not a 
penny in coverage. I personally spent $27,000 on a five week trip to a clinic in Mexico. 
My insurance company would not even cover the blood tests I received, nor did they pay 
to have a catheter inserted so that I could have certain treatments. When I returned to 
New York, the surgery to remove the catheter was fully covered. Comparing the costs, 

I noticed that a one hour and 15 minute surgery in New York cost me $7000. Four 
hours of surgery would have cost as much as the five week stay which I credit with 
helping me regain control of my health. Of course the surgery would have been fully 
covered. 

Another aspect that is rarely addressed is that fact that many oncologists prescribe 
drugs in what is called an “off-label" use. This means they follow hunches and not 
accepted protocol. If they are willing to do this with chemotherapy drugs, why not 
expand the horizons to allow use of non-toxic treatments? Although few medical 
schools offer coursework on nutritional issues, complementary or natural medicine, 
continuing education courses are now available. Of course, there is not much money to 
be made from natural substances. 

Why haven't we heard about treatments that are used in other countries? Germany 
uses herbs and homeopathy as does France. In China, cancer treatments normally 
combine herbs with the standard protocol, while Japan has pioneered the use of 
medicinal mushrooms. American doctors need to expanded their vision. 

People with cancer and their families are looking for doctors who will respond to 
questions about alternative and complementary treatments. We will no longer accept 
uninformed responses. Our lives are at stake and we need access to all medical 
options. 


Ann E. Fonfa, 28 West 38" Street #12E New York, NY 10018 
Ann Fonfa@aol.com 
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Mr. Burton. Thank you, Ms. Fonfa. That was very interesting, 
and I would like — do we have copies of all their statements? I read 
your statement regarding vitamin A and vitamin E, and will ask 
you some questions later on during the hearing. 

Ms. Siegel. 


STATEMENT OF MARY JO SIEGEL 

Ms. Siegel. I would like everybody to know that I feel very, very 
fortunate to be here today. Seven years ago, I was stricken with 
non-Hodgkins lymphoma, a cancer for which no conventional cure 
exists. My husband, Steve, and I were devastated by this prognosis, 
but determined to find a cure. We consulted top lymphoma special- 
ists across the country, who confirmed that the ^sease was termi- 
nal. 

The only hope, they said, was an experimental procedure called 
an autologous bone marrow transplant. I would receive extremely 
high-dose chemotherapy and as much radiation as people who were 
within 1 mile of ground zero at Hiroshima. I would become sterile, 
lose my hair, experience severe nausea and vomiting, and be kept 
in complete isolation for 6 weeks. There would be damage to my 
internal organs and a greater than 50 percent chance that I would 
develop leukemia. We decided to keep looking. 

We soon discovered the work of Dr. Stanislaw Burzynski, who 
was treating advanced cancer patients with a gentile, nontoxic 
therapy. As I began Dr. Burzynski’s treatment, malignant tumors 
were growing tlmoughout my body, my bone marrow was infil- 
trated, and there was a large and growing tumor on the side of my 
neck. After oriy 3 weeks on this medicine, that tumor disappeared. 
Subsequent scans performed at UCLA showed continual reduction 
in tumor size. 

During this treatment, my quality of life was excellent. I was an 
active, involved mother, raising three teenagers. Within 12 months, 
that same lymphoma expert at UCLA, who originally diagnosed 
me, pronounced me in remission. I went off the treatment. 

IVo years later, a followup scan revealed a return of the disease. 
Immediately, Dr. Burzynski prescribed a regimen of antineoplaston 
capsules. Within 5 months, I was once again in remission, and 
have remained cancer-free to this day. 

The tragedy is that the FDA has been keeping what author Tom 
Elias calls “the century’s most promising cancer treatment” from 
becoming widely available to cancer patients. The agency has spent 
millions to harass, discredit, and even imprison Dr. Burzynski. 

In November 1995, the FDA indicted Dr. Burzynski on 75 crimi- 
nal coimts, most having to do with alleged technical violations of 
the Interstate Commerce Act, and none having to do with his prac- 
tice of medicine or the effectiveness of his drug. In 20 years of prac- 
tice, not one patient had ever filed a complaint. If Dr. Burzynski 
had been convicted, he could have been sentenced to 290 years in 
a Federal prison. 

Are antineoplastons effective? Apparently, the FDA believes they 
are, because it fought tenaciously to keep the question of efficacy 
out of the trial. FDA also fought to keep the foil truth from the 
jury by preventing Dr. Burzynski’s patients from testifying. Thank - 
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fully, Dr. Burzynski was acquitted on all counts. FDA was unable 
to find even a single patient to testify against him. 

The FDA lost the courtroom battle. Yet, it continues to wage war 
against Dr. Burzynski and his patients. The agency interferes in 
his practice by telling him who he can and cannot treat. With 
many types of cancer, the FDA requires patients to have failed not 
one, but two rounds of chemotherapy before they can be treated 
with antineoplastons. 

FDA forbids the use of steroids in the treatment of Dr. 
Burzynski’s lymphoma patients, when they are needed to tempo- 
rarily shrink tumors and relieve pain. Because I was on treatment 
prior to the FDA involvement. Dr. Burzynski was able to prescribe 
Medrol to relieve the pain in my neck caused by that tumor. Now, 
however, the FDA’s twisted logic dictates that good data collection 
outweighs humane medical treatment. 

Did Congress give the FDA the right to play God? Was it your 
intent to give FDA the kind of power it exercises over life-and- 
death decisions with no accountability? FDA-approved remedies 
have failed to work for the majority of Dr. Burzynski’s patients. 
Their only choice is antineoplastons or death. Shouldn’t it be the 
doctor and patient making these important medical decisions rath- 
er than an FDA official? 

It’s time for a new approach to treating cancer, meaning ex- 
panded access to new, experimental, and innovative drugs. Until 
we have a cure, all of it, conventional and alternative, is experi- 
mental. 

Even researchers in Japan are busily advancing research on 
antineoplastons with encouraging results. Doctors and scientists 
around the world eagerly await the approval of antineoplastons. So 
why is the FDA so determined to impede the progress of a drug 
with such promising results? 

As a constituent of Mr. Waxman, I know he supports both the 
FDA and a woman’s right to abortion, but how can he really con- 
done a Government policy that grants a mother the right to choose 
death for fetus while denying a dying cancer patient one last hope 
for life? It’s time for Congress in its oversight role to ensure that 
FDA carries out Clinton’s March 29, 1996, promise to expedite the 
approval process for innovative, new cancer drugs like antineo- 
plastons. 'The terminally ill deserve the chance to win their per- 
sonal war on cancer, and it’s up to this body to ensure they have 
the weaponry with which to fight. 

Thank you. 

[The prepared statement of Ms. Siegel follows:] 
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MARY JO SEGEL 

TESTIMONY BEFORE THE HOUSE GOVERNMENT REFORM 
AND OVERSIGHT COMMITTEE 

FEBRUARY 4, 1998 

Seven years ago, I was stricken with a fatal cancer, non-Hodgkins lymphoma, for 
which no conventional cure yet exists. This disease is treatable for periods of time 
with chemotherapy and/or radiation, but die outcome is always death. 

My husband Steve and I were devastated by my prognosis, but determined to find 
a cure. Our research took us to top lymphoma specialists at esteemed medical 
institutions like UCLA, USC, Stanford and the Dana Farber Cancer Institute in 
Boston. All the experts confirmed our worst fear. With existing therapies, my 
disease was incurable. 

At Dana Farber, a ray of hope emerged with the recommendation that 1 undergo an 
autologous bone marrow transplant. This highly controversial procedure would 
require that I receive extremely high-dose chemotherapy and as much radiation as 
people who were within one mile of “ground zero” at Hiroshima. 1 would lose 
my hair, experience severe nausea and vomiting, and the threat of bacterial and 
viral infection would keep me in complete isolation for 6 weeks. My quahty of 
Ufe, post treatment, would be drastically diminished. From the chemotherapy I 
would become sterile. There would be damage to my heart, lungs, liver, kidneys, 
and bladder. Collateral radiation damage would affect my eyes, salivary glands 
and thyroid, with a greater than 50% chance that I would develop leukemia if I 
were lucky enough to survive just 10 years. I was frightened and suspicious 
because only a handful of patients had survived this procedure with good long-term 
results. One such person was the late Senator Paul Tsongas, 
who eventually died of complications caused by the procedure. 


■ 2 ~ 
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Fortunately, we discovered the work of Stanisiaw Burzynski MD, Ph.D., who was 
treating advanced cancer patients with a gentle, non-toxic therapy he had 
discovered. As I began Dr. Burzynski’s antineoplaston treatment, my lymphoma 
had progressed to stage 4 (there is no stage S). Mahgnant tumors were growing 
throughout my body. My bone marrow was infiltrated and there was a large and 
growing tumor on the side of my neck. 

After only 3 weeks on this medicine, that tumor disappeared! Subsequent scans 
performed at UCLA showed continual reduction in tumor size. 

During antineoplaston treatment, my quality of life was excellent, virtually fi'ee of 
side effects. I was an active and involved mother, an absolute necessity when you 
are raising 3 teenagers. More importantly, the drug stopped my supposedly 
terminal cancer. Within 12 months I was pronounced in remission, not by Dr. 
Burzynski, but by the same lymphoma expert at UCLA who had originally 
diagnosed me and told me I faced certain death from this disease. 

I went off treatment and remained in remission for 2 years, when a follow-up scan 
revealed a possible return of the disease. Immediately, Dr. Burzynski prescribed a 
regimen of antineoplaston capsules. Within S months I was once again in 
remission, and have remained cancer fi'ee to this day. 

That’s the end of the good news. The tragedy is that our government, namely the 
FDA, has been keeping what author Tom Ehas calls “the century’s most promising 
cancer treatment” fiom becoming widely a'vailable to cancer patients. The agency 
has spent untold miUions of taxpayer dollars in a systematic attempt to harass, 
discredit, stonewall and even imprison Dr. Burzynski. 

As incredible as it sounds, in November 1995, FDA indicted Dr. Burzynski on 75 
criminal counts, most ha'ving to do with alleged technical violations of the 
Interstate Commerce Act and none having to do with his practice of medicine or 
the effectiveness of his drug. Dr. Burzynski had been legally treating patients 
under Texas State law for some 20 years and not one patient in all that time had 
ever filed a complaint. If Dr. Burzynski had been convicted on all 75 counts, he 
could have been sentenced to 290 years in a federal prison. 

_. 3 _- 

Are antineoplastons effective? Ask the FDA. Apparently it believed the answer is 
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y£S, because it fought tenaciously to keep the question of antineoplastons’ 
effectiveness out of the trial. Dr. Burzynski tried to make it a part of the trial. 
Apparently, both the FDA and Dr. Burzynski believed he could prove the drug 
works. FDA also fought to keep the full truth from the jury by preventing Dr. 
Burzynski’s patients from testifying, while Burzynski asked the judge to allow the 
patients to tell their stories. 

In the end. Dr. Burzynski was acquitted on all counts. But I ask you in 
Congress, and particularly my representative, Mr. Waxman, how you can allow the 
FDA to squander taxpayer money in an idiotic prosecution, the success of 

which would mean the deaths of hundreds of cancer patients? FDA was unable to 
find even a single patient to testify against Dr. Burzynski! 

Peter Barton Hutt, a former FDA Chief Counsel, has said “if you beat the FDA in 
court, you have an angry FDA that is willing to slit your throat”. Indeed, while it 
lost the courtroom battle against Dr. Burzynski, it continues to wage war against 
him and his patients. The agency interferes in his practice by telling him whom 
he can and carmot treat. With many types of cancer, the FDA requires patients to 
have failed not one, but two rounds of chemotherapy before they can be treated 
with antineoplastons. In many cases the chemo has so ravaged their immune 
systems, they literally have nothing left to fi^t with and they die. 

FDA forbids the use of steroids in the treatment of Dr. Burzynski’s lymphoma 
patients, even when they are needed to temporarily shrink tumors and relieve pain, 
as in my own case. Because I was on treatment prior to the FDA taking over his 
practice of medicine. Dr. Burzynski was able to inject me with “Medrol” to reheve 
pain and tightness in my neck caused by the tumor. Now, however, the FDA is not 
concerned with patient comfort. Their twisted logic dictates that good data 
collection outweighs humane medical treatment. 

The FDA demands that Dr. Burzynski’s lymphoma patients stop treatment if they 
have not achieved 50% tumor reduction within 6 months. The absurdity of this 
typically arbitrary FDA requirement became clear when one Burzynski 
patient — Frances Langham — was to be forced off treatment when she achieved a 
44% reduction after 6 months! She is lucky to be from Arkansas and politically 
connected. She received a “special dispensation” allowing her to continue 
treatment. But the FDA removed her from the clinical trial, meaning that even if 

_4._ 
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cured in the future, FDA will count her as a “treatment failure” in determining how 
effective Antineoplastons are! These treatment “restrictions” are only applied to 
Dr. Burzynski’s clinical trials, whereas lymphoma patients involved in Idee 
Pharmaceutical’s C2B8 and Elan Pharmaceutical's phenylacetate trials do not have 
to meet these same treatment criteria. Is it possible that FDA has a bias against 
E)r. Burzynski and his patients have to suffer as a result? 

Who pave the FDA the right to pU^v God? Was it the intent of Congress to give 
FDA the kind of power it exercises over life and death with no accountabihty? By 
denying terminally ill cancer patients access to antineoplastons, this agency 
literally decides “who shall live and who shall die”. 

I have had to watch as children and adults suffer and die as a result of FDA 
intransigence. Patients plead to be allowed into antineoplaston clinical trials, but 
FDA says “no you don’t qualify.” Shouldn’t it be the doctor, in concert with the 
patient, making these important medical treatment decisions, rather than an 
FDA official who doesn’t even know the case? Clearly the FDA is denying 
these patients their freedom of medical choice. Because conventional, FDA- 
approved remedies have failed to work for the majority of Dr. Burzynski’s 
patients, often their only choice is antineoplastons or death! 

It’s been 26 years since President Nixon declared the “War on Cancer.” Public 
expenditures now exceed 30 billion dollars and private research and development 
funds must total at least 10 times that amount, yet the death rate continues its 
relentless climb. It’s time for a new approach to treating cancer. The only way 
this will become reality is by allowing cancer patients expanded access to new, 
experimental and innovative treatments. Until we have a cure, all of it, 
conventional and alternative is experimental! 

Dr. Nicholas Patronas, chief of Neuro-Radiology at NCI, testified under oath that 
antineoplastons are the most effective treatment for brain tumors he has ever 
seen. Top oncologists have lauded Dr. Burzynski’s work, including those at the 
University of Washington and Georgetown University. Doctors and scientists 
around the world eagerly await the approval of antineoplastons. Dr. Michael 
Friedman, the current commissioner of the FDA once wrote that “Antineoplastons 
deserve a closer look.. .the human hrain tumor responses are real.” So why is 
FDA so determined to impede the progress of a drug with such promising results? 

_5_ 
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Congressmen, we implore you to restore the right to choose our own health care. 
You have the power to give us back our freedom. Mr. Waxman, as your 
constituent I know you staunchly support both the FDA and a woman’s right to an 
abortion. But can you really condone a favfrnmp.nt policy which frants a 
mother the rieht to choose death for her fetus, while denying a dvinf cancer 
patient one last hope far life? 

In his March 29, 1996 press conference. President Clinton announced new 
initiatives to expedite the approval process for innovative new cancer drugs like 
antineoplastons. Since then FDA has bluntly stated that the President’s initiative 
has changed nothing. It’s time for congressional oversight to insure that mandate 
is carried out. The terminally ill deserve the chance to win their personal war 
on cancer and it's up to Congress to insure they have the weaponry with which to 
fight. Thank you. 
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Mr. Burton. I’m glad that you’re doing so well, and we really ap- 
preciate your testimony, and I will make sure Mr. Waxman gets a 
copy of it. 

Ms. Siegel. Thank you. 

Mr. Burton. Ms. Sherman. Would you pull the microphone as 
close as you can? Because those microphones don’t pick it up as 
well as they should. 

STA-TEMENT OF GENEVIEVE SHERMAN 

Ms. Sherman. All right. This is directed to Mr. Chairman and 
members of the committee. 

Mr. Burton. Excuse me just 1 second. Ms. Siegel, who’s that 
nice-looking gentleman behind you? [Laughter.] 

Ms. Siegel. That’s my husband. 

Mr. Burton. I had a feeling. [Laughter.] 

OK. Please continue. 

Ms. Sherman. My name is Genevieve Sherman. I live in Haddon- 
field, NJ, and I am very grateful to have been given the oppor- 
tunity to be present today — fateful not only for the opportunity to 
speak to you about alternative medicine, but grateful to be alive. 
You see, I am a cancer survivor — ^not a survivor by chance, but a 
survivor by choice. My choice was in direct defiance of mainstream 
medicine’s recommendation for breast cancer treatment. My choice 
was alternative treatment, and it is that choice, and my right as 
a U.S. citizen to receive it, that brings me here today. 

Please allow me to give you a brief summary of the cir- 
cumstances which lead me to this choice. In January 1991, I was 
diagnosed with stage four breast cancer with lymph node involve- 
ment. My surgeon removed the right breast and lymph nodes and 
referred me to am oncologist at Jefferson Hospital for followup 
treatment. He stated that inasmuch as nine lymph nodes had been 
affected, and given the aggressive nature of my cancer, my survival 
depended solely on the outcome of chemotherapy. I stated I would 
have to think about the treatment. Neither the doctor nor medical 
science could assure me success. My friends’ experiences and my 
own knowledge of the chemotherapy was a dark prospect at a time 
when not only living or surviving counted, but the quality of life 
was essential for me. Chemotherapy is not a sure bet, and its rav- 
ishing effects on the body and the body’s immune system can be 
devastating. 

My daughters had read about a renown physician in New York 
who was a strong advocate of alternative and complementary medi- 
cine. I then went to see him. We discussed the alternative treat- 
ments that he felt would be effective in my case. He stressed that 
I would be an active participant in my cure. That was the key 
word, “active.” He assured me that I would not experience the de- 
bilitating effects of chemotherapy — ^no hair loss, no nausea, no sto- 
matitis, no weight loss, no chronic diarrhea or crushing fatigue. It 
was at that point that I made the most important decision of my 
life. My oncologist was strongly opposed and more or less had 
washed his hands of me when learning of my decision. 

I would now be traveling to New York from New Jersey three 
times a week initially to be monitored and receive various alter- 
native treatments consisting of supplements to strengthen my im- 
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mune system; IVs with cancer-fighting alternative treatments, nu- 
tritional counseling, and various other herbal and plant prepara- 
tions. My bloodwork was monitored on a regular basis. My diet was 
addressed as well as my emotional state. It was a total and com- 
plete approach to fighting and beating cancer. At the clinic the 
mood was always high. People from all over the country had placed 
their faith in alternative medicine when mainstream medicine had 
failed them or turned them away to, quote, “finish their personal 
business.” People of all ages, backgrounds, and life experiences get- 
ting better with no ill effects — ^yes, there were all challenges and 
at times a setback or two, but overall there was success for all dif- 
ferent types of illnesses, not just cancer. 

Oh, and I want to strongly point out that during my IVt. years 
of treatment, going on 8, I never experienced any rea^ion to any 
of the treatments, no side effects ever. I’ve never had any con- 
straint on any of my fun things, and certainly led a very active life. 

My cancer markers began to drop to within normal range, and 
my liver and bone scans remained negative. My spirits soared, and 
I had hope for the first time since being diagnosed. I was able to 
be treated for cancer and still remain in a vital, active personal re- 
lationship with all my friends and my family. 

It has been almost 8 years since I first began treatment, and I 
remain cancer-free. Of course, I continue treatment with my physi- 
cian in New York, but my visits are few and far between. The 
treatment protocol is constantly monitored and aifiusted to address 
my current needs. My choice had paid off. I am alive and epjoying 
my family, friends, and all that life for an almost 78-year-old 
woman has to offer — ^thanks to the brave and pioneering few in 
medicine who choose to offer a safe and healthier approach to life 
and health. 

Now, I must relate the only down sides to alternative medicine, 
which is extremely bothersome to those who have chosen this 
route. Recently, I was advised that any cancer treatment medicine 
for the IVs I had been receiving through a local ^ysician, who 
consults with my primary physician in New York, Dr. Robert At- 
kins, could no longer be sent through the mail. And, incidentally, 
I have to go up to New York to get the medicines, take them home, 
and then take them to the other physician, so that I can be treated 
intravenously. He, this one physician, is afraid to have any cancer 
treatment type of medicine on his shelves for fear the FDA or 
someone will come in and put him out of business. I truly feel it 
is my choice and my right to receive them. 

I am also deeply concerned that none of these therapies are cov- 
ered by Medicare or any other insiu-ance. We put out about $25,000 
to $30,000 on just the vitamins. My husband, age 77, has to con- 
tinue to work in order that I may continue my life-saving treat- 
ments. We have depleted all of o\ur life savings in order that I may 
have the right to choose the course of my cancer treatment. 

My concern is for those who do not have the resources to provide 
them the option of choosing. These therapies allow the human 
being to remain a productive person while treating. Chemo and ra- 
diation do not. Each week I sit in my doctor’s office with as many 
as 26 or more patients who are recipients of chelation or other al- 
ternative therapies. Naturally, we are constantly discussing the 



55 


merits of these treatments. However, we all share a sense of de- 
spair that these treatments are not more easily accessible to those 
in great need of them or that at some time or another they may 
be unavailable to us or our loved ones altogether. Either the cost 
will prohibit it or it will be made unavailable to us because of FDA 
regulations. 

These issues must be addressed and remedied as soon as pos- 
sible. Every American man, woman, and child has the right to 
choose and receive the course of mescal treatment they feel best 
suits their lives. It should not be the Government or the insurance 
companies’ right to deem what choices a person will have. Cur- 
rently, the success rate for such traditional treatments as chemo- 
therapy and radiation is not exactly high. Yet, these treatments are 
covered by insurance. Alternative therapy quite often allows the 
patient to remain working without the need for assistance. In my 
opinion, this seems a considerable cost-effective reason for covering 
alternative treatments — only one of the many reasons. 'That is why 
it is imperative that more must be done to make alternative medi- 
cine accessible to the American public. 

And I do thank you for giving me this opportunity to speak with 
you today and share my thoughts. 

[The prepared statement of Ms. Sherman follows:] 
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January 26. 1998 


Congress of the United States 

House of Representatives 

Committee on Government Reform and Oversight 

2157 Rayburn House Office Building 

Washington, D C. 20515-6143 


Dear Mr. Chairman and Members of the Committee; 

1 My name is Genevieve Sherman. I live in Haddonfield, New Jersey and I am very grateful to 
have been given the opportunity to be present today. Grateful not only for the opportunity to 
speak to you about alternative medicine but grateful to be alive. You see, I am a cancer survivor. 
Not a survivor by chance, but a survivor by choice. My choice was in direct defiance of 
mainstream medicine's recommendation for breast cancer treatment. My choice was alternative 
treatment and it is that choice and my right as a U S. citizen to receive it, that brings me here 
today. 

Please allow me to gjve you a brief summary of the circumstances which lead me to this choice. In 
January of 1991, 1 was diagnosed with stage four breast cancer with lymph node involvement. My 
surgeonjremoved the right breast and lymph nodes and referred me to an oncologist at Jefferson 
University for follow-up treatment. He stated that inasmuch as nine lymph nodes had been 
affected and given the aggressive nature of my cancer my survival depended solely on the 
outcome of chemotherapy. 1 stated I would have to think about the treatment. Neither the doctor 
nor medical science could assure me success. My friend's experienced and my own knowledge of 
the chemotherapy was a dark prospect at a time when not ordy living or surviving counted but the 
quality of life was essential for me. Chemotherapy is not a sure bet and it's ravaging effects on the 
body and the body's immune system can be devastating. 

My daughters had read about a renowned physician in New York who was a strong advocate of 
alternative and complementary medicine. I then went to see him We discussed the alternative 
treatments that he felt would be effective in my case. He stressed that 1 would by an active 
participant in my cure. That was the key word... active. He assured me that 1 would not 
experience the debilitating effects of chemotherapy. No hair loss, no nausea, no stomatitis, no 
weight loss, no chronic diarrhea or crushing fatigue It was at that point that 1 made the most 
important decision of my life. My oncologist was strongly opposed and more or less had washed 
his hands of me when learning of my decision. 
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I would now be traveling to NewYork from New Jersey three times a week initially to be 
monitored and receive various alternative treatments consisting of supplements to strengthen my 
irrunune system; l.V.'s with cancer fighting alternative treatments, nutritional counseling and 
various other herbal and plant preparations. My bloodwork was monitored on a regular basis. My 
diet was addressed as well as my emotional state. U was a total and complete approach to fighting 
and beating cancer. At the clinic the mood was always high. People from all over the coumty had 
placed their faith in alternative medicine when mainstream medicine had failed them or turned 
them away to quote "finish their personal business" People of all ages, backgrounds and life 
experiences getting better with no ill effects. Yes. there were challenges and at times a set back or 
two, but overall there was success for all different types of illnesses, not just cancer. 

My cancer markers began to drop to within normal range and my liver and bone scans remained 
negative. My spirit soared and I had hope for the first time since being diagnosed. 1 was able to 
be treated for cancer and still remain a vital, active person! It has been almost eight years since I 
first began treatment and 1 remain cancer free. Of coui^ 1 continue treatment with my physician 
in New York but my visits are few and far between. The treatment protocol is constantly 
monitored and adjusted to address my current needs. My choice had paid off.. . I am alive and 
enjoying family, ^ends and al 1 that life for a 77 year old woman has to offer. Thanks to the 
brave and pioneering few in medicine who choose to offer a safe and healthier approach to life 
and health 

Now 1 must relate the only do\vnsides to alternative medicine, which is,extremely bothersome to 
those who have choosen this route. Recently. 1 was advised that any cancer treatment medicine 
for the I V.'s I had been receiving through a local physician, who consults with my primary 
physician in New York. Dr Robert Atkins, could no longer be sent through the mail. These 
treatments are crucial to the health of chose depending on them. It is already difficult enough to 
receive some of the more unconventional treatments because of restrictions placed upon them. I 
truly feel it is my choice my right to receive them. 

I am also deeply concerned that none of these therapies are covered by Medicare or any other 
insurance My husband (age 77) has to continue to work in order that 1 may continue my 
life-saving treatments. We have depleted all of our life savings in order that may have the right to 
choose the course of my cancer treatment. My concern is for those who do not have the resources 
to provide them the option of choosing. These th«^pies allow the human being to remain a 
productive person while treating. Chemo and radiation to not Each week 1 sit in my doctor's 
office with as many as 26 or more patients who are recipients of chelation or other alternative 
therapies. Naturally, we are constantly discussing the merits of these treatments. However, we all 
share a sense of despair that these treatments are not more easily accessible to those in great need 
of them or that at some time or another they may be unavailable to us or our loved ones 
altogether. Either the cost will prohibit it or it will be made unavailable to us because of FDA 
regulations. These issues must be addressed and remedies soon as possible. Every American man, 
woman and child has the right to choose and receive the course of medical treatment they feel 
best suites their lives. It should not be the government or the insurance companies right to deem 
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what choices a person wUl have. Currently the success rate for such traditional treatments as 
chemotherapy and radiation is not exactly hi^ yet these treatments are covered. Alternative, 
therapy quite often allows the patient to remain working without the need for assistance. In my 
opinion, this seems a considerable cost-effective reason for covering alternative treatments. Only 
one of the many reasons. That is why K is imj^rative that more must be done to make alternative 
medicine accessible to the American public. I thank you for giving me this opportunity to speak to 
you today. 

Genevieve J. Sherman 
828 Ceder Avenue 
Haddonfietd, New Jersey 08033 
(609) 429-3163 

Genevieve J. Sherman 
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Mr. Burton. Thank you, Ms. Sherman. You don’t look like you’re 
77. [Laughter.] 

Ms. Sherman. Yes, I’ll be 78 April 1st. [Laughter.] 

Mr. Burton. Happy birthday. 

Ms. Sherman. And loving it. Pardon? 

Mr. Burton. I said, happy birthday. 

Ms. Sherman. 'Thank you very much. 

Mr. Burton. Ms. Nippert. 

STATEMENT OF BECKY NIPPERT 

Ms. Nippert. Yes, I’m Becky Nippert. I’m 44 years old. I’m from 
Memphis, 'TN. I’m a single parent of three children. I became an 
RN in 1975 and a nurse and anesthetist in 1982. In 1989, I was 
diagnosed with breast cancer. I had a mastectomy surgery and 6 
months of chemotherapy, and I got very sick and did lose my hair. 
That same year I had reconstruction surgery. 

In 1994, I got a recurrence in my bones. At first it was three 
bones, and then they gave me a less than 1 percent chance of sur- 
vival. My tumor markers were elevated, and I went for chemo, first 
of three treatments preparing me for the bone marrow transplant. 
My 1 week in the hospital cost $33,000. The chemo wasn’t working 
because in 7 weeks my tumors went from 3 to 13 bone tumors, and 
my tumor marker was elevated. So since it wasn’t working, I 
looked into alternative therapy, and I heard about a promising one 
down in Freeport, Bahamas. It’s not the one that everyone Imows 
down there. It was another one that was just being given down 
there for a while. 

I went down there, and over the next few months I came home 
and I’d go back down there and get some more and bring it back 
home, and I was treated by a doctor here. Over the next few 
months, my tumors started disappearing on the bone scans and my 
tumor markers went down. 

In September 1995, I called the company to order new medicine. 
I was told that the FDA had raided the company and there would 
be no more distribution of this therapy in this country anymore. 
Confused, scared, and angry, I made several calls to the FDA. I 
wrote President Clinton a letter. I wrote the FDA several times. I 
wrote the Commissioner of the FDA several times and appealed to 
him on every kind of level, even sending pictures of my children, 
and never heard from him. I wrote some Senators. I got no answers 
and no help. And to this day, 2^2 years later, there has been no 
explanation. I didn’t know if it was the company. I didn’t know if 
it was the FDA. All I know is that no one was there for the pa- 
tients. 

I did get a small supply of the medicine from a nearby hospital 
for a while. My doctor would not treat me. So being a nurse, I had 
to start the TVs on myself. Sometimes I stuck myself up to nine 
times in one night. It was pretty much of a blood bath, but this is 
what I had to resort to. 

In February 1996, I came into this building, to a subcommittee 
of the Commerce Committee. There were four of us that testified 
on this particular therapy. 'Two came to lend the moral support 
that were also patients. Three of those patients are dead today. 
One is on his death bed right now. The two of us that are still alive 
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were on the medicine the longest time. We were all given the death 
sentence by conventional medicine, and we were doing well when 
our medicine was pulled. The only thing these patients were pro- 
tected from was hope and life. 

Being a cancer veteran, I’m tired of watching patients die from 
conventional treatment. Being a registered nurse and a nurse anes- 
thetist, I tried the conventional therapy first. Most recently. I’ve 
been on a treatment from Germany, and I’m very thankful to God 
to report that, since last summer. I’ve had clear scans and am can- 
cer-free. 

I’ve been working full time for over a year after being on disabil- 
ity for 22 months. I’m alive today in spite of feeling restricted and 
abandoned by the Government in this “free” United States, while 
others have not been so fortunate. I’m alive today because of prayer 
and alternative medicine. 

One thing that really bothered me really bad was that none of 
the doctors that treated me — and I knew them well — ever asked 
what cured me. When patients are not helped by standard treat- 
ment, many are glad to be guinea pigs on treatments that show 
promise. I know I was. We think, what do we have to lose? And 
maybe we have something to gain. We know better than anyone 
else that we might die. We sign all the responsibilities back on our- 
selves. 

I was wondering, could we do clinical trials on humans in this 
situation? We could advance medicine and find out what works on 
different types of cancer in the process. I’m tired of mediocrity; I’m 
tired of maintaining the status quo; I’m tired of falling behind, and 
definitely not being on the cutting edge. We put anyone down that 
has an individual idea and we don’t give them a chance. We don’t 
branch out into areas we don’t fully understand, and we stay in our 
comfort zones, at the expense of people’s lives. 

Conventional medicine has been in control for the last 50 to 100 
years. More people are getting cancer now than ever before, and 
more people are dying from cancer now than ever before. I say, 
stop the insanity. “Insanity” defined is doing the same thing over 
and over, expecting different results. 

Please stop giving the research grants in the same areas. The 
trisds are expensive and lengthy, and only the last phase of the 
trials are on humans, and they’re all in the same dismal, conven- 
tional bias. It’s not working. 

The problem summarized is: It’s hard for patients to find out 
about jdtemative therapies in this country. The doctors don’t know 
about them, and even if they did, they can’t really treat the pa- 
tients here because they could get in trouble or get their license re- 
moved, which many have. 

The patients, msmy of them or most of them, are too weak to 
travel to other countries, and they lack followup when they get 
back home. Also, as I’ve said, the grants are given in the same 
areas. There’s no branching out. 

And last, but not least, what one of the others has covered: 
There’s no insurance coverage. Everything is out of pocket. 

I was one, by God’s grace, who slipped through the cracks. I be- 
lieve God spared me to speak for those who can’t speak for them- 
selves. Please don’t turn yoiu* back to the problem and neglect so 
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great a need. Don’t wait until it happens to your husband, your 
wife, your child, or your prostate or breast. I plead with you, help 
patients get other therapies that may save their lives. 

And I do appreciate and thank you for giving me the opportunity 
to testify. 

[The prepared statement of Ms. Nippert follows;] 
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TESTIMONY OF BECKY NIPPERT 


My name is Becky Nippert I am forty-four years old and live in Memphis (Germantown), 
Tennessee. In 7S I became a registered nurse, and in ‘82 1 became a nurse anesthetist. In '89 when 
I was 35 years old, I was diagnosed with breast cancer. At this time I was married with three small 
children, age: S, 3 and 5 months. I had a mastectomy, placement of a Hickman catheter to do six 
months of intense chemotherapy and two breast reconstructive surgeries that year. I was very sick 
from treatment and lost my hair. In '93 the cancer returned in the same area. The surgery I had 
removed much of the chest muscle to prepare me for the 37 radiation treatments I received while 
working full-time and raising my three children as a single parent My marriage ended in divorce four 
months before the recurrence. While I took radiation, I was put on the drug Tamoxifen, which was 
short-lived because of the severe side effects. Six months after finishing radiation, I had another 
reconstructive surgery 

Seven weeks later, in August '94, 1 went for my cancer checkup artd reported to my doctor rib pain, 
general loss of a sense of well-being and ftitigue. He checked the tumor marker Ca IS-3, which is a 
blood test that, when elevated, indicates cancer activity in the blood. Normal is 3 to 27. My previous 
results had never been elevated. The test result was 49. An enlarged lymph node had come up in my 
neck and my doctor ordered a bone scan which showed tumor invasion in my sternum and two ribs. 
I got a rib biopsy on the rib whidi was fiactured by cancer activity and it confirmed metastatic breast 
cancer to the bones. He recommended the only thing left, the stem cell rescue or bone-marrow 
transplant I had heard of some success with this for lymphomas or leukemias, but in all the patients 
I talked to with breast cancer who had this therapy, none had a good result fi'om it. 

All reported recurrences rather quickly after (hat or their families reported they had passed. This is 
an accepted treatment covered by insurance A second opinion was to get my ovaries out, get my 
affairs in order and get the bone-marrow transplant My original tumor was estrogen receptor 
positive, which means tumor growth is aggravated and enhanced by the presence of estrogen. I had 
ovary surgery, thereby cutting out most of the estrogen production in my body. I did get my affairs 
in order and this relieved me of some stress. While I was thinking about the bone-marrow transplant 
and weighing what to do, I started the first three standard chemo treatments to prepare me for it. The 
hospital where I went put me on the bone-marrow transplant unit. The person in the room next to 
me was on kidney dialysis for shutdown of her kidneys secondary to the bone-marrow transplant. 
The patient in the next room was sent to the intensive care unit for septre shock The 32-year old 
female patiem next to her was rocking back and forth on her bed babbling to herself When I asked 
what was wrong with her, I was told she had been isolated 52 days and was in an isolation psychosis, 
but she would probably eventually be all right. After this chemo, my tumor markers went up to 59, 
and in the seven weeks since my bone recurrence, my tumor load had increased firom 3 to 13 bone 
tumors. My bill for one week in the hospital for chemotherapy was $33,000.00. At this point I 
heard about an experimental treatment that had positive results firom trials in Monterrey, Mexico. 
Trials had also started in Freeport, Bahamas. Since the oncology experts had given me a less than 
one percetA for survival, and I didn't see how the bone-marrow transplant could help, but only harm 
me fiirther, I decided to tty the treatment. I went to Freeport and got on this therapy, which was to 
be given by IV three times a week after I go back home 



63 


After being on the therapy two weeks, my tumor markers went down to 49 and in the next few 
months they went to 41 to 29 to21 and then down in the teens and to this day have not been elevated 
My tumors started to disappear on the bone scans. I aborted the pursuit of the bone-marrow 
transplant. My quality of life was good and most of my bone pain subsided. In September '9S, 
when I was trying to order new treatment from the company, I was told after repeated attempts to 
reach them that the company had been raided by the F D A. and there would be no more distribution 
of this treatment in this country again. No explanations were given. I had been cut off from the 
therapy that was making me well. I wrote President Clinton and received a form letter from the 
White House. I wrote the Conunissioner of the F.D.A., David Kessler, several times and never 
personally heard from him, but got form letters from the F D A. The last one I received said that they 
were sorry that they could be of no further assistance to me. I wrote my Senators and Congressmen. 
To this day, two and a half years later, I still don't know what happened. I was able to get some extra 
treatment from a nearby hospital which ad used it prior to the F D A shutdown. 

My local doctor didn't feel like he could treat me anymore. I asked the doctor in Freeport, Bahamas, 
to let me have some of the medicine I knew there were about 2000 doses of the treatment in a 
freezer in that medical clinic down there. 1 told her I would keep quiet and would move myself and 
children down there. She said no. I found out that the F.D.A. had gone down to question her and 
investigate. This is the same agency I called and could never get an answer that they even knew 
anything about it. I was able to get a small supply and a freezer to keep in my home. Three times 
a week I struggled to get fVS started on myself to administer the medicine. Many nights it was a 
blood bath, sticking myself up to nine times Thank God I was a nurse with the ability to do this. 
When the medicine was gone, I still had three bone tumors. 

In February '96, I came to this building and appeared before a subcommittee at a hearing of the 
Commerce Committee to gain access to the treatment that had been shutdown Four of us 
patients on this specific therapy testified and two other patients came to lend moral support. We 
pleaded to get our treatment back. We all were recovering and doing well on it. Nothing happened 
to help us and today three of those patients are dead and one on his death bed Only two of us are 
still alive, and we were the ones that were able to stay on the medicine longer than the others We 
were all given the death sentence by conventiotial medicine. We tried an unconventional new therapy 
We were getting our lives back and doing well when the medicine was pulled with no explanation or 
help from anyone. This negligence killed them. In my field it is called malpractice. 

There was no one we could find to help us as patients. I heard on the second panel that today there 
is a lawyer who represents patients to the F.D.A. Why, in the run-around and phone tag with all 
these important people, were we not told about him? Is this something new or something that was 
not available two years ago? No one was there for us One person on that committee said they 
wanted to do no harm. Let me tell you what goes on down in the trenches. I am a cancer veteran. 
I have been there and done that. My fiiend, Rosemary, got some metastasis in her lung from breast 
cancer. She got the stem cell rescue at Christmas and died New Year's eve of liver &ilure, not from 
the cancer, but the treatment. She is dead at 42-years old. Merrilee Malcom, my fiiend from Atlanta, 
wanted ahemative therapy and begged for it after being refractory to standard therapy. She died at 
age 32. She was written off and not helped after chemo. They told her she &iled therapy. She did 
not &il chemo. Chemo fruled her. Please wake up. Many more people have died from cancer than 
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in the holocaust, and we are even having to debate this? We, as a countiy, have ftiled miserably in 
this area. 

I have been a nurse and a nurse anesthetist my whole adult life. I tried everything conventional first. 
It didn't woric and when I fbund something that did, my govemmem cut it off with no provisions for 
the patients that were benefitting firxn it. Many patients that were doing well on this treatment have 
died. The only thing they were protected from was hope and lifie. Since then I have been on a 
treatment from Germany. I have been totally cancer free with clear scans since last summer. I am 
alive today because of prayer and alternative treatments. At this point give us the treatments we 
need. Remember we were written offand given the death sentence. Is this inhumane to do research 
on humans? I was glad to be a guinea pig. Speaking as a guinea pig and cancer patient, I say no. 
We have nothing to lose and maybe something to gain. We can advance medicine in the process. 


We don't have a powcrfijl lobby like the pharmaceutical companies. After we are diagnosed, cut on, 
treated with poison and then radiaied, most of us are worn out. We have then become victinis of the 
cancer industiy and most can't speak for themselves anymore because they have been beaten down 
ineveryatea Conventkmal therapy has had total control from 50 to KW years. We have more cancer 
and mote people dying from cancer than ever befiire. We are not exploring the unknown or allowing 
people with dUfrrent opinions a chance. We only go for mediocrity and maintaining the status quo. 
We are frriling behind and are defimtely not on foe cutting edge. We put down anyone with an 
individual idea or something new and otiginai. We stay in our comfon zones at the expense of 
people's lives. We dont branch out into areas we dont fiiUy understand. How can we when the 
requirement to approved treatment is $240,000,000 and ten years of trials, the last of which is on 
humans. 

Overseas where the medical giants are, they ate allowed to use differem procedures without these 
almost totally impossible requirements. Many peofde here are too weak to travel to other countries 
or cant afford it. 1, and many others, would like therapies with decreased side effixu. Give us the 
choice. Medicine can be advanced to that we can find out what works well on different types of 
cancer. Why not give us our treatment of choice? Remember we are taUdng mainly of people here 
who are at the end-stage. What do we aixl what do you have to lose? The patients, more than 
anyone else, know they may die. They have already been written off. Open up to mote than one bias 
and give other types of therapies a chance. It has to come from you. The doctors just cant start 
doing it unless h is approved by you. 

I have a fiiend in Seattle, Washington, who is a radiation oncologist, and lost his medical license for 
using akemative therapies in his practice. He gave his patients choices and they did well. When he 
wanted to appeal to Uk Supreme Court, he was told he couldnt do that because it was against the 
ruling of the American Medical Association, the American Cancer Society and the National Health 
Institute. They ate basically immune and have no accourrtability. This is where it ended. Theheads 
of these and the H.M.O.^ who now control medico, make seven-figure salaries. They will keep 
givirig grants in the same areas, and we aren't doing ar^thing but axivancing. Please open your eyes. 
I am a^ today in spile of bemg abandoned ami restricted by the government while others have not 
been so fortunate. I was on my own fighting to stay alive with no help at all from this free United 



States, only obstacles. This is the ultimate injustice. 


Please spare me the cliche "that you don't want the patients to be banned." 1 am today cancer-free, 
and have been worldng full-time doing anesthesia again for over a year after having been on disability 
for 22 months. I believe God spared me to speak for those who cant speak for themselves By my 
story, you can see the near impossibility to get anything other than conventional therapy. Please dont 
turn your back to the problem and neglect so great a need. Dont wait until it happens to your wife, 
husband or child, or your prostate or breast. Dont wait until your back is against the wall or your 
neck on the line. I plead with you: Help patients get other therapies that may save their lives. 
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Mr. Burton. Thank you, Ms. Nippert. 

I want to apologize to our panelists for not having more Members 
here. I appreciate my colleague for being here. We ought to have 
every Member here. We’ve had a number of hearings on more sen- 
sational subjects, and everybody’s been in attendance. And I don’t 
know of any hearing that’s as important as the one we’re having 
today, because it does affect lives across this country. So I’m a little 
disappointed we don’t have more Members here, but I can assure 
you that we’ll make sure they all get copies of this, and I’ll try to 
make sure that, as an advocate for all of you, that we get the mes- 
sage out to all the other Members of Congress, because I have a 
personal stake in it as well. 

Mr. Kmmari. 

STATEMENT OF JACK KUNNARI, ACCOMPANIED BY DUSTIN 
KUNNARI, JACK KUNNARTS 6 YEAR OLD SON 

Mr. Jack Kunnari. Hello. My name is Jack Kunnari. This is my 
son, Dustin, and the lovely lady behind me is my wife, Maryann. 

It is a privilege to testify here today, but it also troubles me that 
we need congressional hearings and new legislation to mve us back 
our constitutional rights. The Declaration of Independence states 
that, “we are endowed by our Creator with certain inalienable 
rights.” Among these are “life, liberty, and the pursuit of happi- 
ness.” This should also mean the pursuit of health. As I learned 
when my son, Dustin, became sick, this is a right we have lost. 

Dustin was diamosed exactly 4 years ago, at the age of 2 V 2 , with 
a deadly medulloblastoma brain ttunor the size of a golf ball. This 
is the type of tumor that can grow real rapidly and cede into the 
spine. We were told that he had perhaps a year to live. 

The neurosurgeon could only remove 75 percent of it. Radiation 
was out of the question because of his age; we were told it would 
leave him a vegetable. 

We were then referred to the University of Minnesota for a clini- 
cal trial. A computer would randomly put Dustin on one of two 
highly toxic chemotherapy drugs. According to the informed con- 
sent, the side effects of these drugs included bone pain, hearing 
loss, irreversible damage to kidney and bladder, devastation of his 
immime system, learning disabilities, sterility, and leukemia. In 
addition, the doctors could not name a single child who had done 
well following any of these treatments. 

We were told by one intern that, when we asked if there were 
some case histories of patients with similar type tmnors as Dustin’s 
and his age, if there were any case histories that they could refer 
to and give us an idea of how effective their treatment was — one 
intern came back and said, “I can think of one child that did well 
for a while.” That was the answer we got. 

When we told the doctors we would not subject him to such a 
cruel treatment with so little hope, they told us they could get a 
court order to treat Dustin as they wished. I told them, “You do 
what you have to do, but you will not treat my son with this treat- 
ment.” 

In April 1994, we visited Dr. Burzynski’s clinic in Houston. The 
difference between it and the hospitsd was like night and day. Dr. 
Burzynski’s patients were full of life and hope. Unlike the cancer 
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ward at the university, you could talk to patients who were getting 
better. Dr. Burzynski and his staff were very honest, courteous, 
and professional. Dr. Burzynski made no promises, but said he had 
good results with brain tumors, and agreed to treat Dustin for 6 
weeks to see if antineoplastons would have any effect. 

After 6 weeks, the MRI showed Dustin’s tumor was completely 
gone. There was no trace whatsoever. In fact, I put the scan up on 
my living room window, before he started the antineoplastons and 
after, and we didn’t have a doctor’s report yet, but I cjdled my wife 
in the room, and I said, I can see that there’s no tumor; that was 
so clear. That was 6 weeks of treatment. 

A year later, a second tumor about 1 inch by 1 inch in size ap- 
peared. Dr. Burzynski increased Dustin’s dose of antineoplastons, 
and this tumor was dissolved in 5 months. Dustin continues in re- 
mission today and is off intravenous treatment. The antineo- 
plastons caused no side effects whatsoever, and throughout the 
treatment Dustin was a healthy, happy, active child — no different 
from any other children, except for the backpack he always wore 
with his pump and antineoplastons. 

From the time we went to Dr. Burzynski, the biggest threat to 
Dustin’s life was not his cancer; it was the FDA. In Februa^ 1996, 
with cold disr^ard for the life of my son and Dr. Burzynski’s other 
patients, the FDA used legal maneuvers to stop Dr. Burzynski’s 
terminal cancer patients from receiving antineoplastons. If not for 
quick and compassionate action by Joe Barton and his Investiga- 
tions and Oversight Subcommittw, FDA would have succeeded, 
and Dustin likely would not be here today. 

Why did the FDA take this action? It was not because it sus- 
pected the drug doesn’t work. In fact, the current head of the FDA, 
Dr. Michael Friedman, has written that Dr. Burzynski’s “human 
brain tumor responses are real.” It was not because his patients 
had a better treatment option available; Dustin had none. Incred- 
ibly, it was because these patients did not live in Texas, and had 
to cross State lines to be treated and to take the drug back home 
with them. FDA claimed this was a crime, regardless of whether 
or not the drug was sav^ people’s lives. 

As a result of its actions. Dr. Burz^ski can now only treat pa- 
tients with FDA’s approval. The FDA has final say over medical de- 
cisions concerning Dr. Burzynski’s patients, not Dr. Burzjmski. 
Some of its rules and decisions are arbitrary and against patients’ 
interests. It terrifies me to realize that under current rules Dustin 
would have to stop treatment when the second tumor appeared. 
The FDA forced Dusty to needlessly have three blood tests done 
every week. Twice he was taken off treatment because his sodium 
was 1 point too high. Dr. Burzyi^ki felt that stopping the treat- 
ment was more da^erous than his slightly elevated s^um level, 
but the FDA overruled him. I woiild rather have Dr. Burzynski — 
a brilliant M.D./Ph.D. with a lifetime experience using antineo- 
plastons — ^make that call than a faceless bureaucrat in faraway 
Rockville, MD, who has no experience with antineoplastons and 
has never met, much less treated, our son. 

We are in a war against cancer, and the FDA never showed up. 
FDA claims that it is protecting cancer patients. We do not want 
your protection. Under your protection, cancer deaths climb every 
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year. In my opinion, the actions of your agency are im-American 
and unconstitutional. Our Constitution was supposed to assure 
people the liberty to make choices free and independent of Govern- 
ment b\ireaucrats. Thomas Jefferson wrote, "In questions of power 
let no more be heard of confidence in man, but bind him down from 
mischief by the chains of the Constitution.” He also said, “The nat- 
lu^ progress of things is for liberty to yield and for government 
to gain ground.” The actions of the FDA are precisely the mischief 
Thomas Jefferson warned us against. 

As Members of Congress, it is your duty to uphold the system of 
checks and balances. It is up to you to reign-in this FDA. 

To the American citizens, I would say it is our duty to lead; our 
leaders’ duty to follow. Perhaps we are all guilty of having not done 
our part in upholding the Constitution of the United States, and 
of letting our medom slip. 

Thank you. Congressman Burton and committee members, for 
hearing our concerns. 

And I believe Dusty would like to say something also. 

Mr. Dustin Kunnari. Dr. Burzynski is my hero. I’m just a 6- 
year-old boy. If you take away my medicine, I might die. 

[The prepared statement of Mr. Jack Kunnari follows;] 
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TESTIMONY OF JACK KUNNARl 
FEBRUARY 4, 1998 

Hello. My name is Jack Kunnari, and this is my son Dustin. It is a 
privilege to testify here today. But it also troubles me that we need 
Congressional hearings and new legislation to give us back our Constitutional 
rights. The Declaration of Independence states that “we are endowed by our 
creator with certain inalienable rights,” including “Life, Liberty and the I*ursuit 
of Happiness.” That should also mean the pursuit of health As I learned when 
my son Dustin became sick, this is a right we have lost 

Dustin was diagnosed exactly 4 years ago, at the age of 2-1/2, with a 
deadly medulloblastoma brain tumor the size of a golf ball. The neurosurgeon could 
only remove 7S% of it. Radiation was out of the question because at his age, it 
would have left him a vegetable 

We were referred to the University of Minnesota for a clinical trial. A 
computer would randomly put Dustin on one of 3 highly-toxic chemotherapy drugs 
According to the informed consent, the side effects of these drugs included bone 
pain, hearing loss, irreversible damage to kidney and bladder, destruaion of his 
immune system, learning disabilities, sterility and leukemia. In addition, the doaors 
could not name a single child who had done well following any of these treatments. 


When we told the doctors we would not subject him to such a cruel 
regimen with so little hope, they told us they could get a court order to treat Dustin 
as they wished. I told them to do what they had to, but they would not treat my son. 

In April, 1994 we visited Dr Burzynski’s clinic in Houston. The difference 
between it and the hospital was like night and day. Dr. Burzynski’s patients were full 
of life and hope. Unlike the cancer ward at the University, you could talk to patients 
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who were getting better. Dr Burzynski and his staff were very honest, courteous and 
professional. Dr. Burzynski made no promises, but said he had had good results with 
brain tumors, and agreed to treat Dustin for 6 weeks to see if Antineoplastons would 
have any effect. 

After 6 weeks, the MRI showed Dustin's tumor was completely gone. But 
a year later a second tumor about one inch by one inch in size appeared. Dr. 
Burzynski increased Dustin's dose of Antineoplastons, which dissolved the tumor in S 
months. 


Dustin continues in remission today, and is off intravenous treatment. The 
Antineoplastons caused no side effects whatsoever, and throughout the treatment 
Dustin was a healthy, happy, active child - no different fi-om other children except 
for the backpack he always wore with his pump and the Antineoplastons. 

From the time we went to Dr. Burzynski, the biggest threat to Dustin’s life 
was not cancer, it was the FDA. In February of 1996, with cold disregard for the life 
of my son aiuf Dr. Burzynski’s other terminal cancer patients, FDA used legal 
maneuvers to stop them from receiving Antineoplastons. If not for quick and 
compassionate action by Congressman Joe Barton and his Investigations and 
Oversight Subcommittee, FDA would have succeeded. And Dustin would not be 
here today. 

Why did FDA take this action? Not because it thinks the drug doesn’t 
work. The current head of the FDA, Dr. Michael Friedman, has written that Dr. 
Burzynski’s “human brain tumor responses are real.’’ Not because those patients had 
a better treatment option available - Dustin had none. Incredibly, it was because 
these patients did not live in Texas, and had to cross state lines to take the drug back 
home with them. FDA claimed that was a crime, even if the drug was saving their 
lives. 
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As a result of the FDA’s actions. Dr. Burzynski can now only treat patients 
with its approval. The FDA has final say over medical decisions concerning Dr. 
Burzynski’s patients, not Dr. Burzynski. Some of its rules and decisions are aihitrary 
and against patients’ interests. It terrifies me to realize that under current rules, 
Dustin would have had to stop treatment when his second tumor appeared. FDA 
forced Dustin to needlessly have 3 blood tests done every week. Twice he was taken 
off treatment because his sodium was one point too high. Dr Burzynski felt that 
stopping the treatment was more dangerous than his slightly elevated sodium level, 
but the FDA overruled him. I would rather have Dr. Burzynski - a brilliant MD, 

Ph D with a lifetime of experience using Antineoplastons - make that call than a 
faceless bureaucrat in faraway Rockville MD, who has no experience with 
Antineoplastons and has never treated our son 

FDA claims it is protecting cancer patients. We do not want your 
protection. Under your protection, cancer deaths climb every year. In my 
opinion, the actions of your agency are un-American and unconstitutional. Our 
Constitution was supposed to assure people the liberty to make choices free and 
independent of government bureaucrats. 


Thomas Jefferson wrote, “In questions of power let no more be heard 
of confidence in man, but bind him down from mischief by the chains of the 
Constitution” He also said, “The natural progress of things is for liberty to yield 
and for government to gain ground.” The FDA’s actions are precisely the 
mischief Thomas Jefferson warned us against. As members of Congress it is 
your duty to uphold the system of checks and balances. It is up to you to reign 
in this FDA. To the American citizens, I would say it is our duty to lead and our 
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leaders’ duty to follow. Perhaps we are ail guilty of not having done our part in 
upholding the Constitution of the United States, and of letting our freedoms slip. 

Thank you. Congressman Burton and committee members for hearing our 


concerns. 
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Paucnt Name: DUSTIN KUNNARI DOB; 05/21/91 

OUTPATIENT 

Account Number: 0071 87S6 

Rcfeiring Physician: ROBERT T. RUTKA M.D. 

Films and Additional Report To: S. BUSZYNSKI M.D. 

Date of Scan; 04/07/93 

Type of Scan: MRI OF THE BRAIN 

Pre-Scan Information: Resection posterior fossa medulloblastoma 02/28/94 St. Luke’s Hospital. 
Patient is receiving experimental chemotherapy. Follow-up examinations at this instirndon que 
3 to 4 months since 03/06/94. 

Technical Informadon: Sagittal Tl; axial two echo T2: axial, coronal, and sagittal post contrast 
T1 weighted images of the brain. 

INTilRPRETATION: The patient demonstrates regrowth of residual tumor in the letl CP angle 
and far lateral lateral recess of the fourth ventricle. A 2S X 2S X 18 mm. tumor nidus fills in 
the caudal aspect of the left CP angle cistern Msterior and inferior medial to the left internal 
auditory canal and left 7/8 neural complex. There is now modest mass effect on the lateral 
aspect of the upper medulla with a small 'tongue* of tumor extending anterior to the left side 
of the upper caudal brainstem, as seen on axial image 6 on the post contrast Tl weighted 
images and in fact better seen on non-contrast axial proton densit)! image 9. Proton density 
images suggest that the brainstem is in faa displaced slightly to the right. Tumor emerges from 
the lateral outlet of the fourth ventricular lateral recess and presents as a CP angle mass. There 
is no evidence for recurrence nor regrowth of the midline nor vermian component of the tumor 
and no demonstrated extension into the upper cervical canal. There is no evidence of residual 
nor rocuireni tumor in the right ventricular lucral recess. Interestingly, the tumor does not 
enhance following contrast administratun and in fact remains slightly hypoimense to adjacent 
gray and white matter on all Tl weighted sequences (including the enhanced phase). This 
makes tumor detection difficult and the lesion is best appreciated on the proton density ^uence 
where it is hypcrinicnsc to white matter and iso to slightly hyperiniense U> cortical gray matter. 

Tlic paUents radiographic record is reviewed in retrospect. Orimnal pre-operative scan 
demonstrates a midline tumor also extending laterally through the fourih ventricular lateral 
recesses to extend a short distance into the cerebellopontine angle cisterns, left gtesuer than 
right. Operative note describes subtobd tumor removal with impression of extension into the 
left inferior cerebellar peduncle. It describes a 'small rim* of tumor which could be visualized 
along the obex extending into the left inferior cerebellar peduncle which was cauterized with 
bipolar cautery. 

Retrospective review of MRI studies banning in June of 1994 through the current study are 
reviewed with spuific attention to this area. Sagittal and axial images on 06/01/94 do 
demonstrate soft tissue asymmetry in this area with a small 7 to 8 mm. focus of tissue 
isoinicnse with cerebellar gray matter. Retrospective measurements on 08/08/94 are 1 1 X 
12 mm. and 19 X 19 mm. on 12/05/94. Again, current measurements are 25 X 23 X ig mm. 
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A b«Mw wfoy M leeldna Into th* human body. . . 

nofthom mopnatlc naaononce imaging 

ShM**DtJum. MN 65605-2104 *(218) ^22-5990 
foi ttoo U1& oro Conodo '-600-424<M7<« 


Puient N^: DUSTIN KUNNAJU DOB: 05/21/91 

OUTPATIENT 

Aooount Numbor 0071S7S6 

Refoiinc PhyddM: kobrrt t. kutka m.d. 

FQinf ud Additioiul Rcpoct To; S. BUHZYNSKI M.D. 

Due of Scan; 05/22/95 

Type of Scan; MBf OF rm maih 

PiO'Scan Infbrmaikin; Redieck left CP aa^ madiilloblaiieina. Companion to incent study 
of 04/07/95, and pnvioui naamlnalimii datuf back to 02/25/94. 

Tedmiaal Iiifannalian: Sagitlal Tt; aaial T2; ootonal, axial, ami mtida] poet conuait T1 
weighted inaga. 

INTERPRETATION; Residual non-enhandag niau in the left oateheUar pontine angle 
amaeging ftom the laecnl reeesi and forainen ofLuadilui It again noMd. The ledon is molt 
cnagiioioui on nraaon densi^ imsM and measuiei 23 X 23 mm. in diineniion on that study. 
These is residum panle m ndu n aty ^ aaai i a i l lalenlly on the left wridi sU|^ aUft of the upper 
medulla to the right. A ananitabbia of the nuturcidcadt into the left founhvcntiiculai lateral 
noeee. On sagiiiil views, ifaa uunor esaende anterior to the oeRbdliuii and lies doeely applied 
to the adjacent medial patraua maigie iuth behind and inferior to the left oetebdlar pontine 
angle. On Tt undeMlnagei, OHnorminenilani ate ilightly smeller tneewringappinamiaiely 
19 mm. ie alae. Tnia pneumdUy leflects margaut glioeii nr iniilttation of the tumor edges but 
odieiwiie, the laalon sppeen shaipiy deminaied (torn the atOecent oonnal brainiiBm and 
mitesior cetebeUar subspnee. 

Thera is OMdense residual hydiooahalus with ventricular shunt in place. Ventricular siie is 
UHChsngnf ftom mu prior exam. IVra is aiUd poricriot peti ve ioji culi r hyperintanrity of fee 
ptrivonlricular whito manor conaistent wiih porierior mdialkw effect 

No meningeal Ihectawiiig nor enhanoesnent is seen to implicato meningesl/ubiiaefanoid spread 
of tumor. 





75 


A Mttar woy of looking Into tfw human body. . . 

northern mognetic resonance Imaging 

930 Eat Second StiMtADuium, MN SM06 2>04 •(2«) 72S-&39C 
1bl free and Conodo l-600-42d-d674 


Pmient Name: DUSTIN KUNNARI , ^ DOB: 05/21/91 

OUTPATIENT 

Account Number: 00718756 

Referring Physician: ROBERT I. RUTKA M.D. 

Films and Additional Report To; S. BURZYNSKl M.D. 

Dale of Scan; U9/U5/9S 

Type of Scan; MRI OF THE BRAIN 

Pre-Scan Information: Follow-up brain tumor, left CP angle medullohlaictoma. 

Technical Information: Images were obtained sagittally with T1 weighting; axially with proton 
density and T2 weighting; axially with T1 weighting following ^olmium administration; 
sagithuly with T1 weighting follovi^ g^olimum administration; and coronally with T1 
weighting following gadolinium administration. 

INTERPRETATION: The mass in the low cerebellar ^(ine angle adjacent to the foramen 
of Luschka has improved significantly fmm May 22, 1995. Only a small amount of reaiduol 
tumor is seen at this site, olatadon of the lateral third and fourth ventricles is again noted. 
This has remained unchanged from the previout examination. Shunt catheter it seen m the right 
ftontal region. Probable venous angioma is seen in the left cerebellar hemisphere. No 
brainstem abnormalities are seen. Pituitary, optic chiaam, and basal cittoms all appear normal. 

CONCLUSION: There has been significant regratsion in the oerebdlar pontine angle mass on 
the left as compared to previous examination on May 22, I99S. Small amount of residual 
tumor persists. 



Fraiia J. Suslavich, M.D. 
FJS/rka 

DAT: 09/05/95 
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CONSENT FORM 

cce-mi 

MultiagMt ClMMOtktrinr mS DiferrM Radklhmi^ in CMMnn 
Lnu Tiuin Montbi of Age WUk Malicnani Brnln Turnon 


You are invited to be in a reaenreh study of cheinoiherapy for your child's brain tumor. Your child 
has been selected as a possible participant because of his^r a|e and type of brain tumor. We ask 
that you trad this fnrm and aak any queatinna you may have hefote agreeing tn he in the siiidv_ 

PURPOSE AND BENEFITS: Young children treated with radiation therapy for brain tumors may ‘ 
experience serious side efCects from the radiation. The purpose of this study is to learn whethei 
Intensive chemotherapy following surgery can be used to treat turnon and therefore delay or avoid 
radiation therapy, and to deter mine the taidcitics of two dUfctcni dnif proyams. 

Very young children with malignant brain (union are at high risk that their turnon will continue to 
grow despite treatment with either chemotherapy or radiatbn or both. In order to develop more 
effective chemotherapeutic treatments, this study will mndnmlTe (assign hy chance) children tn 
receive one of two combinations of chemotherapy initially. Ore combination uses cytoian, vincristine, 
VP 16 and cisplalin. The other raginien uses itefamidc, vincristine, VP 16 and catboplatin. Allot 
the drugs in either combination have been shown to be Individually effective in some patients with 
biaiii tumors that have recurred CoUowing standard Umtliiiciit, but wc do not yet know Low crTcLtive 
each combination of drugs is. One of the goals of the study is to determine which combination is 
most ClrcCtivC. 


THER.^py PLAN; If you agree to participate in the study, wc will do the following things. 

Chemotherapy will begin as soon after surgery as possible, and no later than 28 days after surgeiy. 
Chemotherapy will be divided into two phases. ‘Ihe lint phiuc, induction, will consist of Gve courses 
of drug treatment, each three weeks in duration (total of IQS days). Following the completion of the 
induction phase, if tumor remains and if in the judgment of your physician it can be removed 
surgically, an attempt will be made to do so. Your child will then proceed to receive maintenance 
cbemotberapy, which will consist of eight courses, each 49 days In duration. Therefore, the total time 
in this study b approximately 1 1/4 years. 

If your chOd has tumor persisting after the initial surgeiy and the induction chemotherapy, or if your 
child has metastatic diKase (tumor spread throughout the brain and spinal cord) at the time of 
diagnosis, your child will receive irradiation. This will occur at the time your child reaches 36 months 
of age, or completes chemotherapy, whichever occurs llrsl. If ynur child docs nut have mctasiali: 
disease at diagnosis and bos no apparent tumor following tbc completion of induction chemotherapy, 
your child will not receive irradiation unless the tumor recuis. 

RADIATION THERAPY (only if necessaiy); If your child docs not have metastatic tumor at 
diagnosb, completes chemotherapy and has no evidence of remaining tumor, no radiation will be 
given unless the tumor begins to grow. If your child has completed induction cbemotherapr with 
tumor still remaining and is over 36 months of age, or has completed maintenance chemotherapy If 
under 36 months of age, irradiation wiD be given at that time, and your child will be withdrawn from 
the study. 
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Imdiatinn wltl coimIm nf crinimpinil Imdtitlan la padenU with medullablittonia at primitive 
iteuroectodeniitl turnon or diiUrcn with metuusci Ihioiybout the ccnttel nervous system. For all 
other tumor types, the primacy alia only wiD be treated with radialioii. 

ir the tumor giows in spite of Jieiiiotliempy, youi child will lecciv't: iciadiutiuii even if IicJ^Ik ia less 

than 36 nnnths of age. 

PROCEDURES (before treatment): All patients, except those with brain stem tumors, will undergo 
a neurosurgical procedure in which an attempt wfl] be made to surgically remove the tumor and, 
where this is not feasible, an attempt will be made to remove as much tumor as possible without 
placing the patient in jeopardy. 

Computerized tomographic scans (CT sesns) or magnetic resonance imaging scans (MRI scans) of 
the bead with and without injection of eonlrast dye through a vein will be petfomi^ at diagnosis, 
within 72 hours after surgery, after the third course of induction, at the end of induction and at the 
beginning of 8 maintenance courses. After the completion of therapy, scans will be done every three 
months for two years following completion of radiaUon, then every set months for two years, then 
every year for six years. The l^aiion of the tumor and type of tumor will determine whether a CT 
or MRI is used. 

A metrivnmide myr.lngrtiin (or spinal MRI), involving the injection of dye into the spinal fluid, will 
be done at diagnosis to determine if the tumor has spread (mctasiasucd) Grom the brain. 

A lumbar puncture and bone marrow aspirate will be done at the time of initial surgeiy to detect the 
presence of maligncr.i celts in the bone ci^row ct spinal fluid. A bore marrow aspirate does not 
need to be done on patients with gliomas or brain stem tumors. A lumbar puncture (spinal tap) Is 
done by inserting a needle in the back and icmoving about 1 teaspoonful of spinal fluid for 
examination. A bone marrow aspirate is done by inserting a needle into the hip bone through the 
skin and removing about 1/2 teaspoonful of bone marrow for examination. 

An audiogram (hearing test) will be done at diagnosis for baseline information, prior to each course 
of induction, and at the end of induction. 

A bone scan will be dune at dhigriwis on all patients (except ibose with gliomas or brain stem 
tumors) to rule out any bone involvement. 

Blood counts and blood chemistries (kidney and liver function) will be done on blood obtained by 
finger stick at diagnosis for baseline information and then periodically throughout induction and 
maintenance therapy to monitor any side effects that might occur. The amount of blood taken is 
about 1 teaspoonful and will be repeated every three weeks. Ncuropsychometric testing will be done 
twice during the course of trcahnoai to dolcrmino your child’s development and ir.elligefKe. 

Twenty-four hour urine collecikiii to iiicasuic ciealiuiim ctcaiaiice will be undcruken at diagitosis 
fur baseliiK: iiifuiiiialiuii and will be repealed prior to each course of cisplatin Ic monitor any toxicity 
that might occur. A t-oley catheter wilt be inserted into the urethra and the vrinc collected Into the 
attached bag. This is considered standard therapy for children of this age. All of the above tests 
would be considered standard observations of a child undergoing chemotherapy. 

In addition to conducting clinical studies to improve the treatment of childhood cancer, CCG works 
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with Iiboriitaiy researchen who are tiyinj (o undeniand why children (et cancer and hnw cancer 
ccDs diOcr Crom normal cella. When a sample of your child's cancer Is obtained for dlajnosls and/or 
treatment, the part of the tumor which is not required by your child's dociort will be preserved for 
research studies. In some cases, when your doctor has ordered a blood test to help in the care of 
yuui child, ail csliu tube will be cullixted and saved fui leseuich. Samples fui luseaich pui puses aic 
usually obtained when your child is having a ptcccdurc performed that helps with his ur her care. 
This would happen once or twice during the treatment. 

RISKS AND BENEFITS: There is potential for toxicity with all the drugs and treatment described 
As with any drugs, there may be unanticipated side effects. These drugs, however, have been in use 
so long that by careful adjustment of dosage and schedules, severe problems can usually be avoided. 
One regimen has ciiplatin, vincristine, cioposide and cytoxan induction. The other regimen has 
carboplatin, vincristine, ifosfamide, and VP-16 Cm induction. Both have carboplatin, cytoxan, VP-16 
and vincrutinc in maintenance. The major side effects ffoiii the drugs used in tlin piutucul uie listed 
below. 

Vincristine ; Jaw pain; constipation; hair loss; weakness, particularly in the hands and feet; local 
breakdown of skin if drug leab from injection Site; seizures and patesthesias (tingling, usually in 
hands or feet). 

f\rlnnlin.«nh«mlrle ; VaiKoa anrl vomiting, hair loss, bone marrow depression, bleeding from the 
blatlder wall, a small but potential risk of developing a secondary case of acute myeloid leukemia 
(AML). 

Mannitol : Loss of fluid from the body ihrcagh udnailon. 

Cispla tin: Hearing loss, bone marrow depression, decreased kidney function, nausea and vomiting, 
wheezing, decreased blood pressure. 

Nausea and vomiting, hair loss, bone marrow depression, a small hut potrntini risk nf 
developing a secondary case of acute myeloid leukemia (AML), wheezing, and decreased blood 
pressure at the time of drug infusion. 

Carbunliiiin : Buue ludiiuw Oeptessiun, decreased kidney function, hearing loss. 

Itinsfamide : Nausea and vomiting, hair loss, bone marrow depression, bleeding from the bladder wall, 
kidney damage. 

Mesna : Abdominal pain, headache, joint pain, sleepinetcs. diarrhea, lowering of blood pressure. 

Bone pain which can be treated with pain medication, elevation of while blood cell enzymes, 
and enlarged spleen. 

Radiation therapy toxidties may cause loss of appetite, some nausea and vomiting. Irritability, 
titedness and hair loss. Growth may be diminished due to etfects on the bones of the spine which 
may be permanent. Long lasting side cflccls of this ireulmenl include possible neurologic changes 
in intelligence or learning abilities, cataract development, decreased height, and possible late tumor 
production. 
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APPENDIX I 


INDUCTION • REGIMEN A 

The chemothefimv ichedule i« ai followt ; 

1. Cuplatin (CDDF); 3.5 mg/kt Into a vela Day 0. 

2 . Vlacrisiiae (VCR): O.OS into a vein. Day 0, 7, 14. 

3. Cyclnphniplianiide (CPM): 55 mg/kg into a vein. Days 1 and 2. 

4. MESNA: Given into a vein 5 limes per day, Daya 1 and 2. 

5. VP 16 2.5 mg/kg Into a vein. Day* 0, 1, and 2. 

This phase ul tiealuienl w3I vuiiliiiut: (ui 5 vuuises (IS weeks). Hospiuliaatiuii is iC 4 uiietl duiiiig 
the administration of CPM and CDDP. Vincristine can be given in the elink on an outpatient basis. 

6. Granulocyte colony stimulating factor (G-CSF): 5 mcgAgAlay (br at least 10 days beginning on 
Day 4. Ihis is given as an Injection under the skin. 


INDUCTION - regimen B 

The chcmoihernov schedule is as follows; 

1. Carboplatln (CBDCA); 10 mg/kg into a vein. Day 0, 1. 

1 Vincristine (V^): 0.05 mgikg into a vein. Days 0, 7, 14. 

3. Ifoafarnide (iFOS): 60 ntg/kg into a veui. Days 0, 1, 2. 3, 4. 

4 . MESNA: Into a vein. Days 0. 1, 2. 3, 4: 

5. VP-16: 1.5 mg/kg into a vein. Days 0, 1, 2, 3, 4. 

Hospiulbation will be required fur administration of all chenolhetapy except vincristine. 

6. Granuloeyti' colony stimulating facuir (C-CSF): 5 meg/kgMsy for at least 10 days beginning on 
Day 5. This is gNen as an Injection under the skin. 


MAINTENANCE CHEMOTHERAPY 
Maintenance (8 Coursetl 

1. Carboplatln (CBDCA): 18 mg/kg Into a vein over 1/2 hour, Doy 0. 

2. Cyclophosphamide (CPM); 65 mgikg into a vein. Day 28. 

3. VP-16: 2.5 mg/kg Into a vein, Days 0, 1, 28, 29, adminbtered over 1 hour. 

4. Vincristine (VCR): 0.05 mg^kg into a vda Days 0, 7, 14, 21. 

Hospitalization will be required during the cyclophosphamide infusion only. Vincristine, carboplatin 
and VP-16 can be administered on an oulpatieni hasii. 
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There may be no direct benefit to your pirtieipaiion; however, the aim of thli retaarch ia to increue 
(urvival and decrease side elTects of the treatment. 

Although every precaution will be taken to minimize toxic effects of these treatments, their 
development is unpredictable, both in nature snd severity, and may be llfe-threatcning. In the event 
of adverse side effects, the usual careful mcJicul management of your child will be undertaken to 
reverse the effects. 

ALTERNATIVES: Alternatives to this treatment would be chemotherapy which would be simfiar or 
possibly the same without being enrolled on the study. Radiation therapy is also an alternative. 

In the event that this research activity resuha in an injury, treatment wDl be available including first 
aid, emergency treatment, and foCow-up care as needed. Payment for any such itcatmcni must be 
provided by you or your third party payer, If any, such as health Insurance, Medicare, etc. There are 
no additional costs to participation in this research program. None of the tests required are for 
research only, but standard o^rvalions for a child undergoing chemotherapy. 

CONFIDENTIALITY: The records of this study will be kept private. Li any sort of report we might 
publish, we will not include any Information that will make it possible to identify any subject Your 
records for this study may, however, be reviewed by the drug manufacturer or representatives of the 
Food and Drug Admlnlslraiion of the National Cancer Institute. To that extent, confidentiality is not 
absolute. 

VOLUNTARY NATURE OF TIIE STUDY: Your decision whether or not to participate will not 
affccl your current or future relations with the Unh enity. If you decide to participate, you are free 
to withdraw at any time without aOccting those relatio^ips or creating a danger to your child if 
stopped. If during the course of this study significant new findings are discovered which might 
infiucnce your wtUingness to continue, the researrheis will inform you nf those developments. The 

researchers conducting this study ate Dr. William O. Woods and in the 

Department of Pediatrics. You may ask any question! you have now. If you have any queetioos later, 
you may contact them at (fil2) 626-2778. You will be given a copy of this form. 

STATEMENT OF CONSENT 

1 have read the above information. I have asked questions and received answers. I consent to 
participation in this study. 


Signature of Parent or Ouardlan 


Date 


Witness 


Signature of Investigator 
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TO HHCIM IT HAY CCtfCEnM: 

I an a physician practicing nodicina in aouthsrn Hinnssota 
IkKtin Kunnavi is ny mtltttrJ and has bean undar the care of 
Stanlslaw Burzynskl. H.D., since Apr!) nf 1994. He wa<< 
diagnosed with a medulloblastama at the age of 3. This is 
a vary rare and aggressive tumor with an astramely poor 
progttosis. In February of 1994 he underwent surgical 
removal of most of tne tumor. Some tumor ramairad, however, 
and treatment with radiation and.^'or chemotherapy was adviaed. 
This carried with it a significant morbidity and/cr 
mnrtality. Following surgery, Dustin had no cvlderit 
neurologic deficits. 

Against my advice, my si.ster, narlaime Kunnorl, and her 
husband, .Tack, elected to pursiie treatment with 
Or. Butzytiskl. Dustin was initiated on Ll^iapy in April of 
1991. Several months later, a repeat magnetic resonance scar: 
shewed no evident tumor remaining. Born Ms neurcsi^rgoon and 
primary care doctor were amazed by the results of the MRI 
scan. Dustin continued to do extremely well, suffering no 
evident recvirtance nr neuiologic deficits. He is basically 
a "norinal" 3i year old. In April of 1995, nowevei, there was 
recurrence of the tumor. Dr, Burzyr«ki increased the dose of 
medication; and the tumor subsequently, over the next Kev.eral 
months, legresned, again w^th minimal to no side effects. 

As ] underwtairl, Dt . Burzyriakl has come under investigation 
for his work with traiors in humans. I also understand Uwt 
Dustin's future treatment will he determined by the court. 


Hlghwar 41 W«ic F.O.Box54 f 1 rdWlnf,Mlrincieta 11044-4014 Phone 41 2-llf-lSOl 
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MCDtCAL CENTf.R 


Miytiwiiy B1 VAr»t • P.O Da* • Red W ng. ^'lnne9Qte aSCBG-OCee 
|612!3e8-35M 

Blanch Olfcas Downloivn Red Wing - (6121 360-6799 1 
Zjmb'ola - (507 1 i32-73'-t • Eisiwrin v/isccins'n • (7i5| 273-3061 


Janiiavy 5, 1995 
Pag.? 2 


I am raquesting that Or. Biirzynski b« allowed to continue to 
treat Dustin in a con(ia»3lonate manner. Dustin has been, 
as far as can be detercilned, nignlficantly benefited ftom 
this treatment and has remained a "normal'' child under Dr. 
Burzynskl'.s treatment. If this treatment is discontinued, the 
only alternative would be standard therapies, i.e., 
chemotherapy and radiation, both of which carry .sij(ntficant 
norhidity and mortality. The physicians evaluating him stated 
that h* would certainly experience eonslderab.le brain damage 
and nay end up incapacitated for a lifetime under these forms 
of treataent 8 . 

In Buirenry, to allow this treatment to continue nay perhaps 
offer this vivacious 4-year-old a nonsal lifetime and victory 
over the inourmourtahle enemy i brain cancer . Ihl 8 as orpesed 
to a possible “cure of the tumor'' but incapacitation of the 
cliild, resulting in a lifetime of Institutional care Thi« 
would be an unforgivable and extremely unreasonable fate in 
this ere of uwJlcal "advoneement.'' 1 am begging the court 
to give him this chance. 

Thank you fot your consideration 

Sincerely , 

knthony F. ^tovak, M.D. 

AFH/ri»h 
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Mr. Burton. Well, that’s a pretty eloquent statement for such a 
young man. 

Mr. Jack Kunnari. Those were his own words. 

Mr. Burton. Very good. Very good. You may be a politician one 
day. [Laughter.] 

Mr. Jack Kunnari. I’ll warn him against that. [Laughter.] 

Mr. Burton. You warned him against that? Well, I don’t know. 
[Laughter.] 

The politicians, for good or ill, may be the ones that will ulti- 
mately make the right decisions to change some of these things. 

And I’ll tell you, not on this subject, but most of the people that 
work in government and the Congress are pretty honorable people. 
We’ve got a few bad eggs, but not many. [Laughter.] 

Let me just start off the questioning by asking, how much money 
did you have to spend on Dr. Burzynski’s treatments? 

Mr. Jack Kunnari. I believe we spent about $10,000 a month. 

Mr. Burton. About $10,000 a month? Is that pretty standard for 
people who are going to his clinic down there? 

Mr. Jack Kunnari. I guess I’m not qualified to answer. I don’t 
know for sure. I suppose it might vary from patient to patient. 

Mr. Burton. But that was — ^yes, ma’am? 

Ms. Siegel. I think that’s about what it is right now. The cap- 
sule treatment is much less than that. It’s about $2,000. But the 
important thing to realize here is that chemotherapy is much more 
expensive than that. 

Mr. Burton. No, I imderstand. 

Ms. Siegel. Right. 

Mr. Burton. I’m not — don’t misunderstand; I’m just trying to get 
the facts here. 

Ms. Siegel. Right. 

Mr. Burton. And the $10,000 a month is not covered by any 
health insurance that you have? 

Mr. Jack Kunnari. We were fortunate that our health insurance 
covered treatment for Dustin. 

Mr. Burton. It did? 

Mr. Jack Kunnari. Yes. As of May 1997, they have denied treat- 
ment, and we’re going through an appeal process trying to get 
them to cover it again. 

Mr. Burton. Why is your health carrier, after having made the 
commitment to give you coverage for that, why have they rescinded 
that coverage? Is it because of the FDA’s decision? 

Mr. Jack Kunnari. I don’t know if it has anything to do with the 
FDA. 'The reason, we were told, they weren’t covering treatment is 
because Dustin is just being monitored by telephone, telephonic 
services, and I’ve explained to them that it has been the same since 
1994, and it’s the same treatment. Now he’s being monitored by a 
telephone 

Mr. Burton. But his tumor is not — he doesn’t have a tumor in 
his brain? 

Mr. Jack Kunnari. No, he’s on a maintenance dose of capsules. 

Mr. Burton. And what does that maintenance dose cost you per 
month? 

Mr. Jack Kunnari. 'That’s $2,000 a month. 
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Mr. Burton. $2,000 a month? Pretty expensive. That’s got to be 
causing you some rejil problems. 

Mr. Jack Kunnari. A little more than I have, yes. 

Mr. Burton. OK. But it’s $2,000 a month now, and when he was 
in the regular program down there, it was running around 
$ 10 , 000 ? 

Mr. Jack Kunnari. Right. 

Mr. Burton. OK. Ms. Nippert, the cost that you incurred from 
your treatment offshore when you went to the Bahamas, what did 
that run? 

Ms. Nippert. I believe the first 6 weeks was $10,000, and then 
after 

Mr. Burton. Was that total or a week? 

Ms. Nippert. No, that was just total for 6 weeks. After that, it 
was like $3,000 every 6 weeks. It was $150 a dose, and I took it 
three times a week. 

Mr. Burton. But it was very effective? 

Ms. Nippert. It was for me, yes. 

Mr. Burton. Did the others have similar results, the ones that 
you referred to? 

Ms. Nippert. I really didn’t know. I was kind of alienated from 
the patients, but I did see them and meet them, the ones at the 
hearing, and they had had really dramatic results with it and were 
doing well before it was taken away. 

Mr. Burton. OK. When you went to Germany, what did they 
charge you over there? 

Ms. Nippert. Initially, it was $10,000. 

Mr. Burton. Was that for what period of time? 

Ms. Nippert. Three months. 

Mr. Burton. $10,000 for 3 months? 

Ms. Nippert. The first 3 months, and then after that it was 
$3,000 for every 3 months. 

Mr. Burton. $3,000 every 3 months? So it was running $1,000 
a month after that? 

Ms. Nippert. About $1,000 a month, yes, sir, and none of it was 
covered by insurance. 

Mr. Burton. OK. That didn’t include room and board? It just in- 
cluded the treatment? 

Ms. Nippert. That’s right. 

Mr. Burton. OK. Ms. Sherman, your treatment, you said, was 
$30,000, $25,000 to $30,000, for the vitamins? Is that 

Ms. Sherman. Just the vitamins; that wasn’t the trips to the doc- 
tors or the transportation to and from New York included in that. 
And I’m still — I’m taking maintenance now, and that is $200 a 
week. 

Mr. Burton. $200 a week? 

Ms. Sherman. Yes. 

Mr. Burton. And is this a chelation treatment? 

Ms. Sherman. Chelation? 

Mr. Burton. Yes. 

Ms. Sherman. No. No, this is just to make sure the tumor mark- 
ers don’t go up and that I stay 

Mr. Burton. No, but I mean is it administered orally? 

Ms. Sherman. Pardon me? No, it’s intravenous. 
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Mr. Burton. Intravenous. 

Ms. Sherman. Intravenous, right. 

Mr. Burton. And what kind of vitamins were those? Were those 
A and E, like Ms. Fonfa? 

Ms. Sherman. Well, there are many, many — ^yes, there are so 
many. 

Mr. Burton. You take a hunch of them? 

Ms. Sherman. I brought my papers, but I’m sure I don’t want 

Mr. Burton. Well, for the committee, Fd like to, if we could, 
have any information that you have. I’d like to make copies of it; 
my staff will be glad to do that, unless it’s something you want to 
keep confidential, because 

Ms. Sherman. No. I just know that one doctor wouldn’t even let 
me mention his name, though, in my report. 

Mr. Burton. I understand. I understand, and I can understand 
their concern, but we’d like to have that information, if we could, 
as much of it as possible, because we’re going to have the FDA ap- 
pearing and testifying. We’re going to be asking them about your 
cases, at least I will and we want to have as much information, 
so we can present it to them, as possible. 

Ms. Sherman. I would be happy to submit that. 

Mr. Burton. OK, make sure that we get copies of that. 

[The information referred to follows:] 
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GENEVIEVE J. SHERMAN 
CURRENT VITAMIN PROTOCOL 


Basic Formula' #1 - One capsule three times a day 

Beta Natural - One capsule three times a day 

Ester C - One Capsule three times a day 

Quercetin - 250 mg.- Two times a day 
GABA 3-- mg- One four times a day 
Carnitine 250 mg - One four times a day 
L. Glutathione 50 mg- One three times a day 
Taurine 500 mg. Two three times a day 

Pancreatic Glandular Tissue (Pork) One seven times a day 

Hawthorne - Two capsules twice a day 

Chromium Picolinate 200 mg - One Twice a day 

Magnesium Oritate 500 mg - One four times a day 

Essential Oils - One Khree times a day 

Super GLA - One twice a day 

DHEA 50 mg - One a cay 

CoQlO (Liquid) One teaspoon twice a day 
Thioctic 100 mg. - Two three times a day 
CV#4 (Cardiovascular Formula) - One three times a day 
Anti-Oxidant Formula- Two Three times a day 


This vitamin formula is subject to change depending on next check-up 
with Dr. Atkins. 
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Mr. Burton. Ms. Siegel, now you also went to Dr. Burzynski? 

Ms. Siegel. Right. 

Mr. Burton, you’re in California? You’re a California resi- 
dent? 

Ms. Siegel. Yes. 

Mr. Burton. What kind of cost did you incur? 

Ms. Siegel. When I started 7 years ago, it was quite a bit less, 
but it was probably about $5,000 a month then. 

Mr. Burton. $5,000 a month? 

Ms. Siegel. Yes. 

Mr. Burton. It’s more than that now? 

Ms. Siegel. It’s more than that now, yes. 

Mr. Burton. And you have to go down to his clinic to have this 
administered? 

Ms. Siegel. Right. Because it was illegal for us to bring the med- 
icine across State lines 

Mr. Burton. Yes, I know. 

Ms. Siegel [continuing]. We had to go every 2 months. 

Mr. Burton. But it’s running about $5,000 a month now still? 

Ms. Siegel. No, now Fm on the capsule form of the treatment, 
and it’s about $3,000 a month. 

Mr. Burton. $3,000 a month. 

Ms. Siegel. Or two. 

Mr. Burton. $2,000? 

Ms. Siegel. Yes. 

Mr. Burton. OK. All right, let me see here. And you were termi- 
nally ill when you started taking it? 

Ms. Siegel. I was. I was a stage four, low-grade, non-Hodgkins 
lynmhoma. I was terminally ill. 

Mr. Burton. And it’s gone now? 

Ms. Siegel. I am totally cancer-free today. 

Mr. Burton. Ms. Fonfa, your vitamin was, you said, vitamin A 
and vitamin E? 

Ms. Fonfa. Yes. 

Mr. Burton. And what does that run per month? 

Ms. Fonfa. Well, actually, the vitamin A and vitamin E was not 
the sole treatment, but it’s the trigger that reduced chestwall tu- 
mors that I had, but the vitamin A and vitamin E by themselves 
is something like $35 a month — ^nothing. But the basic 

Mr. Burton. That was administered intravenously? 

Ms. Fonfa. No, it’s taken through 

Mr. Burton. Orally? 

Ms. Fonfa. Yes, I drink it with my vegetable juices. 

Mr. Burton. It’s a liquid? 

Ms. Fonfa. Yes. But I was on the Gerson program, which I did 
in Mexico, which I mentioned cost me $27,000 for a 5-week stay, 
none of which was reimbiu*sed. But my regular supplements during 
the time that I was actively fighting disease were more than $2,000 
a month, none of which was reimbursed. At this point I’m back 
down to about $800 a month, using vitamins and supplements. 

Mr. Burton. And that’s all out of pocket? 

Ms. Fonfa. Correct. 

Mr. Burton. And what’s the status of your cancer now? 
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Ms. Fonfa. Well, I haven’t developed any tumors since December 
1996. That’s about all I can say. 

Mr. Burton. So you’ve had 2 years 

Ms. Fonfa. So far, so good. As I’m sure everyone here will agree, 
we don’t have very good detection methods, and the only time you 
know if ^u’re in trouble is when you absolutely know you’re in 
trouble. iTie rest of the time you just hope evei^hing’s OK, and 
we don’t know for sure. 

Mr. Burton. In my wife’s case, they missed — on the mammo- 
gram they missed her cancer for 7 or 8 years, and we discovered 
it by accident, and it was already in some of her lymph nodes. So 
there’s a problem. 

Do you have any questions? 

Mr. McHugh. Mr. Chairman, I do not, but I did want to state 
for the record, and mostly so these good folks could hear the admi- 
ration I feel for them in their courage in fighting both the system 
Euid their diseases, and for the courage of appearing here today. I 
think Dustin does have a great future. He, obviously, is at great 
ease, but I’m not sure it’s always that easy for these other good 
people. Just to let them know we do care very deeply about your 
personal experiences, and through your statements t^t we’ll con- 
tinue to go over carefully, hopefully we can weigh-in and make a 
difference to both you and the countless thousands of others, mil- 
lions of others, that you’re speaking for here today. 

And thank you, Mr. Chairman, for caring enough to have this 
hearing. 

Mr. Burton. Thank you for those comments. 

Let me just say that all the members of the committee, in fact, 
we’ll get a “Dear Colleague” out to all the Members of the entire 
House about the bill that we’re talking about, which would allow 
alternative treatments, and hopefully, we’ll get a number of co- 
sponsors off the committee and throughout the House of Represent- 
atives. 

Mr. Souder, do you have any questions or comments? 

Mr. Souder. No, I don’t, but I want to reiterate the words of the 
chairman and Mr. McHugh. I’ve been working with a case in my 
district of a friend, actually, the wife of a mem who ran against me, 
who developed a cancer, and now it looks like it’s going to be termi- 
nal in the near future, but she was having similar problems with — 
there was a drug that looked like it might be able to help her. They 
had some preliminary tests, but she mdn’t qualify for the experi- 
ment, and they were worried about side effects. And you go, look, 
we’re not worried about side effects at this point; if there’s some 
hope, we want to try to expand that hope as much as possible. And 
I commend the chairman for that, and actually, the ding company 
that we worked with turned out to be very cooperative, and hope- 
fully, more will do that as we work through this with FDA, too. 

It’s very helpful — I know sometimes it seems frustrating to come 
up and read a brief statement and wonder whether you’ve had an 
impact here, but this is how you can move public policy and this 
is how, hopefully, we can change some of the problems that we’ve 
got in our country. Thank you for taking the time, and thank you, 
Ms. Fonfa. 

Ms. Fonfa. Thank you. 
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Mr. Burton. Will the gentleman yield to me? 

Mr. SOUDER. I’d be happy to yield. 

Mr. Burton. I have just a couple of questions for those of you 
who are Dr. Burzynski’s patients, Ms. Siegel and Mr. Kunnari. In 
an FDA briefing that was held yesterday — and I was not in attend- 
ance, but this is what I understood the FDA to say: The FDA told 
members of this committee that neither you nor any other patients 
were ever cutoff from your medication. Is that true? 

Ms. Siegel. Well, that’s not quite true. 'They were threatening — 
they have threatened many times to take us off the medication, but 
because of Congressman Barton, he helped us. And so I was able 
to continue to get my medication, but there are other patients who 
have been taken off. A gentleman by the name of David Smith, he 
had Hodgkins disease, and he was on antineoplastons treatment, 
was responding well. The FDA took him off the treatments. Their 
reasoning was that chemotherapy has often good results with it. 
Well, he did not have good results with it. In fact, he was dying 
on the chemotherapy, and yet the FDA made him go off of the 
treatment. 

Mr. Burton. It was his choice to stay on it? 

Ms. Siegel. It was his choice to stay on this drug. He testified 
before Barton’s committee, asked to be kept on this drug. No. We 
even — ^we fought for him to be able to stay on the drug. His wife 
testified, pleaded, and the FDA said no. 

Mr. Burton. Yes, Mr. Kunnari, did you have a comment? 

Mr. Jack Kunnari. Well, when we first started treatment with 
Dusty, we asked if Dusty qualified for any clinical studies or trials, 
and we were informed by Dr. Burz 3 mski that he did not, because 
he was not quite 3 years old yet. So I guess, in reality, by the laws 
set up as they stand now, we were illegally treating Dustin, and 
then I mentioned in my testimony that we would have been cutoff 
treatment because we didn’t live in the State of Texas, apart from 
Joe Barton’s subcommittee there. 

Mr. Burton. Dr, Burzynski, as I understand it, was indicted, 
and the FDA made an announcement that Dr. Burzynski was not 
to treat any patients at all, in essence, cutting off all of his pa- 
tients; is that correct? 

Mr. Jack Kunnari. Unless they lived in the State of Texas or 
they were involved in a clinical trial, all patients were cutoff treat- 
ment, from what I understand. 

Mr. Burton. And then, of course. Representative Barton got in- 
volved, and that helped solve the problem. 

Let me ask one more question. Tlie FDA also indicated that 
they’re very concerned about dangerous side effects of Dr. 
Burzynski’s medicine. What side effects have either one of you ex- 
perienced? 

Ms. Siegel. Well, I had no side effects, maybe a little tiredness, 
but I lived a completely normal life the whole time I was on his 
treatment, and I had three yoimg children at the time. And, yes, 
I raised these kids. They’re all in college now, which I thought I 
would never see. My thr^ kids are all in college, and I thank God 
and Dr. Burzynski every day for that. 

But the side effects, it’s criminal for them to say that. It’s not 
true. 
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Mr. Burton. And Dustin, I understand, the treatment caused a 
1 percent or 1 point above normal sodium level in Dustin, and they 
cited that as a reason, one of the reasons, why he shouldn’t be 
treated; is that correct? 

Mr. Jack Kunnari. Correct. His sodium point was 1 point above 
normal. 

Mr. Burton. And you decided just to go ahead because you 
thought the risk you were willing to take? 

Mr. Jack Kunnari. Right. They wanted us to take him off treat- 
ment imtil his sodium level was stabilized. 

Mr. Burton. Let me ask you this, both of you, and then FU yield 
to my colleague, Mr. Pappas: To your knowledge, have there ever 
been any complaints against Dr. Burzynski or lawsuits by patients 
who were treated by hun? 

Ms. Siegel. To my knowledge, never. There has never been one 
patient complaint filed against Dr. Burzynski in the whole 20 years 
that he’s been treating patients. 

Mr. Burton. Mr. Pappas. Mr. Kunnari. Excuse me. 

Mr. Jack Kunnari. No, there hasn’t been. In fact, everything we 
hear from patients that Imve succeeded with Dr. Burzynski’s treat- 
ment, and for those who haven’t been as fortimate, there has never 
been a complaint, only admiration for the man and praise for him. 

Mr. Burton. Mr. Pappas. 

Mr. Pappas. Thank you, Mr. Chairman. I want to thank you for 
holding this hearing and for your interest. 

For those of you who are here who are interested in this, the 
chairman has shown leadership behind the scenes with regard to 
this issue. Most people don’t know about that, and I’ve had the op- 
portunity to work with him. I have a friend who is a cancer sur- 
vivor, and she had been involved in a program which — ^in another 
State; I’m from New Jersey — and which she had been going to, and 
the FDA had cut that off as well. A short time after that, I was 
sworn in and became involved in work with Mr. Burton. So we’re 


all very, very fortunate, and the thousands of people in our country 
are fortunate, for his interest and his activity. Fm very happy to 


be a part of that and trying to support him. 

I just want to echo what was said, to thank you folks for coming 
and telling your stories. Sometimes it’s probably not easy, but it’s 
important to have us and the staff people who are here advising 
the Members who are not here as to what your experience has 
been, and how our efforts, hopefully, can move that ball down the 
field to help other people, as well as people like yourselves. Thanks 
again for coming. Good luck. Dusty. 

And I yield back. 


Mr. Burton. Excuse me. My counsel came in about another in- 


vestigation we’re involved with, not of this importance, however. 

I don’t have any more questions. Let me just say that we really 
appreciate your being here. I know a lot of you have come a long 
way, and you’ve expended an awful lot of money for your own 
treatment. So I know this is an additional expense that you really 
didn’t need to incur, but I’ll try to make sure, and Fm sure the rest 
of the members of the committee — I want to inform them that well 


try to make sure that your expense was not wasted. We’re going 
to do our dead-level best to move some legislation that will help 
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other people, and the contribution that you’ve made today, hope- 
fully, will help other people that vou haven’t even had the pleasure 
to meet. So thank you very much for being here, and have a safe 
trip home, and good luck in the future. And Gk>d bless you all. 

Ms. Siegel. Thank you. 

Ms. Sherman. Thank you. 

Ms. Nippert. 'Thank you. 

Ms. Fonfa. Thank you. 

Mr. Jack Kunnari. Thank you much. 

Mr. Burton. Our next panel is Jonathan Emord, Charles 
Simone, Ralph Moss, Arnold Eggers, and 'Thomas Moore. Would 
you please come forward, as soon as everybody gets situated here? 

Would you please stand, so you can be sworn? 

[Witnesses sworn.] 

Mr. Burton. Have a seat. 

OK, gentlemen, let’s see, we started at the right end last time; 
let’s start at the left end. We’ll start with you, Mr. Emord. And if 
I mispronounce your names, please correct me. Mr. Emord. If you 
could try to keep your statements as close to 5 minutes as possible, 
we’d appreciate it. 

STATEMENT OF JONATHAN W. EMORD, ESQUIRE 

Mr. Emord. 'Thank you, Mr. Chairman. Mr. Chairman and mem- 
bers of the committee, such as they are, Tm an attorney who prac- 
tices constitutional and administrative law before the Federal 
courts and agencies. Among my clients are terminally ill cancer pa- 
tients for whom the FDA’s approved treatments have failed. 

To imderstand their plight, and what to do about it, you need to 
put yourself in their situation. Imagine for a moment a horrible cir- 
cumstance. Imagine that you, Mr. Chairman, you, members of the 
committee, are stricken with an incurable brain tumor. Imagine 
that you have undergone surgery, several roimds of chemotherapy 
and racUation therapy, to no avail. Your doctors have told you 
tiiere’s nothing more you can do. They predict you will not live be- 
yond 6 months to a year. In so many words, they tell you that, bar- 
ring an act of God, your fate is sealed. 

what on earth can you do? You’re left with two very basic 
choices. You can accept the conventional wisdom and prepare to die 
or you can fight for life against all odds and on your own terms. 
If you are like my clients, you will fight with every ounce of 
strength that you have; you will race against time, and the ravages 
of disease, to find and try every promising, experimental alter- 
native available for your condition. 

Unfortunately, although it is your life, your body, your cancer, 
and your fiiture, the decision of whether you may try an experi- 
mental drug is not yours. In the very last analysis, that decision 
is the FDA’s. 'The FDA will second-guess yoiir physician’s judgment 
and your own. Your physician may recommend an experimental 
drug. The corporate sponsor of that drug may agree to suppW it, 
and the clinical investigator may agree to administer it, but if the 
FDA ^sagrees, you are out of luck. 

It is a cruel, inhumane government, Mr. Chairman, that robs 
even one terminally ill patient of a potential cure and of the free- 
dom to fight for life on his or her own terms. Yet, from time to 
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time, the FDA has done just that. Indeed, premature deaths have 
no doubt occurred because of FDA decisions not to allow access to 
experimental treatments. 

Every day this Congress fails to change FDA law and policy to 
afford the terminally ill access to experimental treatments free of 
FDA interference, is another day tlmt this Congress condones a 
loss of hope, of life’s promise for the terminally Ul. The Access to 
Medical iSieatment Art is before this Congress, and the time has 
come to move it out of committee and pass it. 

Consider one of my clients, Zachary McCoimell, a boy of 8, diag- 
nosed at 5 with a primitive neuro ectodermal tumor, a nearly fatal 
cancer that spreads its murderous tendrils through the brain with 
rapidity. At age 5, Zachary had to muster more courage and more 
strength than most adults ever have to. He suffered tluough brain 
surgery, rounds of chemotherapy, radiation treatment, seven blood 
transfusions, eight hospitalizations, nausea, vomiting, deep bone 
aches, high fevers, severe gastrointestinal stress, and a loss of one- 
half of his body weight. 

Faced with conventional treatments that were not curative for 
Zachary’s tumor and treatments that produced effects worse than 
did the disease, Shaun and Desiree McConnell, Zachary’s parents, 
decided to fight for their child’s life on their own terms with a 
promising, experimental alternative. On March 19, 1996, the exper- 
imental treatments began, and on May 23, 1996, the FDA ordered 
Zachary off those treatments, sending him back to the failed con- 
ventional drugs. 

The McConnells were devastated. They could not believe that 
their Government had either the authority or the gall to deny them 
the right to fight for their boy’s life. They vowed to oppose the deci- 
sion through legal means with all the money and clout they and 
their friends could muster. They hired Washington lawyers; they 
hired a team of renowned scientific experts, and they pled their 
case to the FDA, to the media, and before Congress, begging the 
FDA to reverse its decision. After a month-and-a-half of constant, 
costly, time-consmning effort, the FDA buckled. With the McCon- 
nells’ blessing, we have supplied the relevant documents to you, 
Mr. Chairman, for inclusion in the record. 

The McConnells’ remarkable campaign is beyond the finances of 
most terminally ill patients. Few have either the means or the 
strength to wage such a campaign. For them, when the FDA says 
no, the answer is final. For them, the FDA is an omnipotent force 
that has the power to deny freedom to fight for life and to consign 
innocent victims of disease to near certain death. 

This system must cha^e. The FDA Modernization Art that was 
referred to previously fails to correct the most basic flaws that exist 
in this system. We must protect patients from a force second only 
in its lethality to incurable disease, the FDA’s denial of a termi- 
nally ill patient’s access to promising, experimental alternatives. 

Thank you, and Fm available for questions. 

[The prepared statement of Mr. Emord and the docximents re- 
ferred to follow:] 
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Before the 

U.S. HOUSE OF REPRESENTATIVES 
House Commerce Committee 
Subcommittee on Oversight and Investigations 

Testimony of 
Jonathan W. Emord, Esq. 

Mr. Chairman and subcommittee members, 1 am an attorney who practices 
constitutional and administrative law before the federal courts and agencies. Among my 
clients are terminally ill cancer patients for whom FDA-approved treatments have failed. 
To understand their plight and what to do about it, you must put yourselves in their shoes. 

Imagine for a moment a horrible circumstance. Imagine that you, Mr. Chairman, 
and you, members of this subcommittee, are stricken with an incurable brain tumor. 
Imagine that you have undergone surgery and several rounds of chemo and radiation 
therapy to no avail. Your doctors have told you they can do nothing more. They predict 
you will not live past six months to a year. In so many words they tell you that barring a 
miracle, your fate is sealed. What on earth can you do? 

You are left with two very basic choices. You can accept the conventional 
wisdom, and prepare to die, or you can fight for life against all odds and on your own 
terms. If you are like my clients, you will fight with every ounce of strength you can 
muster. You will race against time and the ravages of disease to find and try every 
promising experimental drug available for your condition. 

Unfortunately, although it is your life, your body, your cancer, and your future, 
the decision of whether you may try an experimental drug is not yours. In the very last 
analysis, that decision is the FDA's. The FDA will second guess your physicians’ 
judgment and your own. 
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Your physician may recommend an experimental drug, the corporate sponsor of 
that drug may agree to supply it, and the clinical investigator may agree to administer it, 
but if the FDA disagrees, you are out of luck. 

It is a cruel, inhumane government, Mr. Chairman, that robs even one terminally 
ill patient of a potential cure and of the freedom to fight for life on his or her own terms. 
Yet, from time to time, the FDA has done just that. Indeed, premature deaths have no 
doubt occurred because of FDA decisions not to allow access to experimental treatments. 
Every day this Congress fails to change FDA law and policy to afford the terminally ill 
access to experimental treatments— free of FDA interference— is another day that this 
Congress cortdones a loss of hope, of life's promise, for terminally ill patients. The 
Access to Medical Treatment Act is before you. The time has come to move it out of 
committee and pass it. 

Consider my client, Zachary McConnell, a boy of 8, diagnosed at 5 with a 
Primitive Neural Ectodermal Tumor (PNET), a nearly fatal cancer that spreads its 
murderous tendrils through the brain with rapidity. At age 5 Zachary had to muster more 
courage. and strength than most adults ever have. He suffered through brain surgery, 
rounds of chemotherapy, a radiation treatment, seven blood transfusions, eight 
hospitalizations, nausea, vomiting, deep bone aches, high fevers, severe gastrointestinal 
stress, and a loss of almost one-half of his body weight. 

Faced with conventional treatments not curative for Zachary’s tumor and 
treatments that produced effects worse than did the disease. Shaun and Desiree 
McCotmell (Zachary's parents) decided to fight for their child's life with a promising, 
experimental alternative. On March 19, 1996, the experimental treatments began. On 
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May 23, 1996, the FDA ordered Zachary off those treatments, sending him back to the 
failed conventional drugs. 

The McConnells were devastated. They could not believe that their government 
had either the authority or the gall to deny them the right to fight for their boy's life. 

They vowed to oppose the decision through legal means with all the money and clout 
they and their friends could marshall. They hired Washington lawyers and a team of 
renowned scientific experts, and they pled their case to the media and before Congress, 
begging for help to reverse the FDA's decision. After a month and a half of constant, 
costly and time-consuming effort, the FDA buckled under the pressure, relented, and 
reversed its decision. With the McConnells' blessing, we have supplied the relevant 
documents to you, Mr. Chairman, for inclusion in the record of these proceedings. 

The McCormells' remarkable campaign is beyond the finances of most terminally 
ill patients. Few have either the means or the strength to wage such a campaign. For 
them when FDA says no, the answer is final. For them, the FDA is an omnipotent force 
that has the power to deny freedom to fight for life and to consign iniwcent victims of 
disease to a near certain death. 

This system must change. We must protect patients from a force second only, in 
its lethality, to incurable disease, the FDA's denial of a terminally ill patient's access to 
promising, experimental drugs. Thank you. I am available for questions. 
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£mord & Associates, P.C. 

1050 SEVQiTF>3i7H SniFTT. N.W. 

Suite 600 

WASHiNonM, D.C. 200.'^6 

Telephone: (202i 466-6957 
Telecopier: (^2) 466-6958 


June 7, 1996 


VIA TFXECOPIER 3 01-594-0498 
Robert J. DeLap, M.D., Ph.D. 

Acting Director 

Division of Oncology Drug Products 
OfTice of Drug Evaluation 1 
Center for Drug Evaluation and Research 
Food and Drug Administration 
Rockville, MD 208S7 

Re; IND 43,742; Antineoplastons Patient Zachary McConnell 
Dear Dr. DeLap; 

This firm has recently been retained to represent Zachary McConnell. Our letter 
responds to yours of May 23, 1996, as it pertains to Zachary. Earlier today I left word 
with you (on your voice mail) that we were acquiring information responsive to your 
inquiries. That information, consisting of sevnal dozen MRI scans has arrived at our 
office. We are hopeful that upon your review of the scans you will be in a position to 
reconsider the initial determination to disallow Zachary authority to participate in an 
experimental protocol involving the administration of Antineoplastons by the Burzynski 
Research Institute of Houston, Texas. 

At this juncture, I can present you with the following information. 

Zachary is seven (bom April 2, 1989). On August 26, 199S, he was diagnosed as 
having a Primitive Neural Ectodermal Tumor (PNET) by Dr. David S. Moss, a 
neurosurgeon with the Phoenix Children’s Hospital. Zachary had a tumor on the right 
side of his brain. PNET, particularly when present at the location of Zachary’s tumor, is 
almost always fatal and involves tumor recurience in the overwhelming majority of cases. 
On August 28, Dr. Moss performed surgery to remove the tumor. A biopsy of the tumor 
was taken and confirmed that Zachary was suffering from PNET. The surgery was 
successful (a post surgery MRI revealed that there was a complete resection of all visible 
tumor on Zachary’s brain). On February 7, 1996, Dr. Moss obtained a post-surgery MRI 
that showed the presence of residual tissue on Zachary’s brain where the tumor was 
removed. Dr. Moss was unable to determine whether the residual tissue was scar tissue 
or new caiKer growth. 
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On August 29, 1995, a team of Oncologists assessed Zachary’s condition and 
determined that he was at high risk of a recurrence of the tumor. Because of the high risk 
of recurrence and the poor prognosis, especially for someone so young, they 
recommended that Zachary become a participant in a Phase Two experimental clinical 
trial known as the “Groupwide Pilot Study of Neoadjuvant Chemotherapy followed by 
Cranial-Spinal Hyperfractionate Radio Therapy in Patients with Newly Diagnosed High 
Risk PNET.” That protocol involves five courses of aggressive chemotherapy followed 
by radiation that would involve Zachary’s entire cranial-spinal area. On September 14, 
1995, Zachary began the chemotherapy. Zachary experienced horrific pain as a result of 
the treatments. He was subjected to 7 blood transfusions and was hospitalized 8 times. 
His white and red blood count went to zero on several occasions. He suffered from 
multiple bacterial and viral infections. He exerpienced total hair loss on his head and 
face. He suffered severe gastrointestinal distress, nausea, vomiting, deep bone aches, and 
high fevers. He suffered severe mood swings and headaches. He lost 40% of his total 
body weight. Zachary began his radiation treatment program on March 4. Within two 
hours of receiving the treatment, he suffered a severe headache followed by continuous 
vomiting. 

Mr. and Mrs. McConnell have decided not to continue this treatment because their 
small child has suffered immeasurably and does not appear able to withstand more 
trauma to his body. Moreover, their physician has informed them that the radiation 
therapy could cause Zachary to experience a loss in IQ points and could be accompanied 
by severe damage to major organs sunounding the radiated area, hearing loss, spinal 
deformities, sterility, risks of secondary cancer, growth abnormalities, cataracts, 
permanent hair loss, memory loss, and loss of other cognitive functions that cannot be 
measured by IQ tests, loss of balance, and death due to necrosis. 

On March 19, 1996, Zachary began receiving Antineoplastons treatments at the 
Burzynski Institute. On April 26, 1996, an MRI revealed that the residual tissue on his 
brain, present in the February 7 MRI, disappeared. Zachary has had no adverse reactions 
to the antineoplastons treatments. 

A copy of the affidavit of Shawn McConnell, Zachary’s father, is attached as 
Exhibit A. We have also attached as Exhibit B relevant additional documents for your 
review. 


In your letter you request a copy of the MRIs. We have the original MRIs in our 
offices and would be pleased to hand deliver them to your office for review at your 
earliest convenience. Because they are the originals and may be required on short notice 
by Zachary’s physicians, we will not be able to part with them and will need to be present 
during your review. In your letter you request a copy of a report from Zachary’s radiation 
oncologist indicating that the tumor is not potentially curable with radiation therapy. We 
know of no radiation oncologist in the United States who would represent that the 
application of radiation to a brain tumor would not be potentially curative. While there is 
a slim chance that radiation could save Zachary, the probability is that it will not and. 
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indeed, the reality is that he has suffered excruciating pain from the one radiation 
treatment he did receive. Moreover, a team of Oncologists believed it in the child’s best 
interests to enter an experimental protocol involving intensive and high dose 
chemotherapy and radiation after a complete resection of the tumor: on the view that 
recurrence of the tumor is so likely and is so likely to be lethal that experimental 
treatments were warranted. The fact is that young 2Uichary has not been able to cope with 
the suffering brought on by these treatments and his parents believe that completion of 
the current regimen could kill Zachary (not an unreasonable belief based on the scientific 
evidence documenting death to necrosis as a side effect). It would therefore appear that 
another experimental treatment is warranted, one that Zachary can withstand. The 
treatment of choice for the McCoimelis is Antineoplastons and the track record thus far 
has been a positive one: any potential cancerous mass present in the February 7 MRI 
disappeared under the Antineoplastons treatments. 

Please inform me at your earliest convenience of a time when you would like to 
review the MRI scans. As soon as possible thereafter (in light of the critical need for 
treatment for Zachary), we would appreciate receiving word from you of your decision on 
our request for reconsideration of the agency’s May 23 decision to disallow Zachary 
authority to continue receiving Antineoplastons therapy under the Burzynski treatment 
program. I look forward to receiving your call. 


Sincerely, 



cc: Shawn and Desiree McConnell; 

Steve Siegel, President of the Burzynski Patient Group; 
Kathryn Cook, Esq., Office of the Chief Counsel 
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AFFTOAVIT OF SHAWN R. McCONNELL 


I, Shawn R. McConnell, declare under penalty of perjury that the following 
is true and correct to the best of my knowledge, information and belief 

1. I reside at 17107 East Calaveras Avenue, Fountain Hills, Arizona 85268. 

2. On August 26, 1995, my six year old son Zachary McConnell, was 
preliminary diagnosed as having a Primitive Neural Ectodermal Tumor (PNET) by Dr. 
David S. Moss, a neurosurgeon with the Phoenix Children’s Hospital. 

3. That preliminary diagnosis was made after a MRI taken at the Biltmore 
Imagining Center showed a tumor on the right side of Zachary’s brain. 

4. On August 28, 1995, Dr. Moss performed surgery to remove the tumor. 

At that time a biopsy of the tumor was taken and confirmed that Zachary was in fact 
suffering from PNET. 

5. The surgery was successful and my wife, Desiree D. McConnell, and I 
were informed that the post surgery MRI showed that there was a complete resection of 
all visible tumor on Zachary’s brain. 

6. On August 29, 1995 a team of Oncologists met with my wife and I to 
determine what the next step in Zachary’s care should be. At that meeting we were 
informed that Zachary was an appropriate candidate to follow the protocol for Phase Two 
of the clinical study known as Groupwide Pilot Study of Neoadjuvant Chemotherapy 
followed by Cranial-Spinal Hyperfractionate Radio Therapy in Patients with Newly 
Diagnosed High Risk PNET. We were informed that therapy under this protocol would 
include five courses of aggressive Chemotherapy followed by radiation that would involve 
Zachary’s entire cranial-spinal area. 

7. On September 14, 1995, Zachary began aggressive chemotherapy under 
the supervision of a team of Oncologists. That team consisted of Dr. Moss, 

Neurosurgeon of the Phoenix Children’s Hospital, Dr. Etzel, Zachary’s primary 
Oncologist of the Phoenix Children’s Hospital, Dr. Sapozink, Radiation Oncologist of the 
Good Samaritan Hospital; and Dr. Kaplan, Neurologist of the Phoenix Children’s 
Hospital. 

8 The team of Oncologists, under Dr. Etzel’s supervision, scheduled 
Zachary for 5 courses of chemotherapy. Each course was to last 3-4 weeks and required 
Zachary to take 5 different chemotherapy drugs. 
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9. During the course of the aggressive chemotherapy Zachary experienced 
several severe side-effects. Zachary was subjected to 7 blood transfusions and was 
hospitalized 8 times due to the chemotherapy. His white and red blood count went to 
zero on several occasions while he was undergoing the therapy. Zachary suffered from 
multiple bacterial and viral infections as a result of the low white blood count. As a result 
of the multiple bacterial and viral infections Zachary was required to take large doses of 
antibiotics such as vancomyacin and gentomyacin which created other health problems. 
Zachary lost his high pitch hearing due to the chemotherapy. Zachary experienced total 
hair loss on his head and face due to the chemotherapy. During his course of 
chemotherapy treatment Zachary suffered severe gastrointestinal distress, nausea, 
vomiting, deep bone aches and high fevers because of the aggressive treatment. Due to 
the chemotherapy Zachary suffered severe mood swings and headaches due to anemia. He 
also lost 40% of his total body weight during chemotherapy 

10. Dr. Etzel completed Zachary’s last course of chemotherapy the first week 
of January 1996. 

11. On February 7, 1996, Dr. Moss ordered a second post-surgery MRI that 
showed residual tissue on Zachary's brain where the tumor was removed. Dr. Moss was 
unable to determine whether the tissue was scar tissue or growth of another tumor. 

12. After five weeks of rest. Dr. Sapozink, scheduled Zachary’s radiation 
treatment for the second week of February. Because of a reoccurring infection in 
Zachary’s gastrointestinal track, the radiation treatment did not begin as scheduled. 

13. During the month of February, my wife and I met with Dr. Sapozink to 
discuss the possible side effects of radiation therapy. Dr. Sapozink informed us that 
Zachary could experience a loss in IQ points, severe damage to major organs surrounding 
the radiated area, hearing loss, spinal deformities, sterility, risks of secondary cancer, 
growth abnormalities, eye cataracts, permanent hair loss, memory loss, loss of other 
cognitive functions that caii not be measured by IQ tests, loss of balance and death due to 
necrosis. 

14. During the first week of February Zachary took an IQ test administered by 
Dr. Wood at Phoenix Children’s Hospital. The results of the test showed that Zachary has 
a superior IQ. Dr. Sapozink stated that because Zachary has a superior IQ, he could 
stand to lose the few points that might occur under the radiation treatment. 

15. On March 4, 1996, under the supervision of Dr. Sapozink, Zachary was 
given one session of radiation treatment. Within two hours after being subjected to the 
radiation, Zachary suffered a severe headache followed by continuous vomiting. 

16. Dr. Sapozink was unable to explain to us why Zachary had experienced 
such a severe reaction to the radiation treatment. 


2 
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1 7. After hearing the risks associated with radiation therapy and witnessing 
Zachary’s reaction to the treatment, my wife and I decided against the radiation treatment 
and began researching alternative means of treating our son’s condition. 

18. After extensive research we discovered Dr. Buizynski’s Clinic in Houston, 

Texas. 

19. On March 18, 1996, Zachary had his first visit with Dr. Burzynski. 

20. On March 19, 1996, Zachary began antineoplastons therapy. 

2 1 . After reviewing Zachary’s health records, and giving him blood tests. Dr. 
Burzynski recommended that Zachary be^n his treatment by taking small doses of 
antineoplastons to ensure that the drug did not cause Zachary any adverse reaction. 

22. After determining that the treatment did not have an adverse effect on 
Zachary, Dr. Burzynski scheduled 8-12 months of antineoplastons treatment to combat 
any recurring tumors. That schedule included twelve intravenous treatments per day, 
every four hours of 60cc of A-10 and 18cc of AS2-1 per treatment. 

23. On April 26, 1996, Zachary was given a MRI that showed that the residual 
tissue on his brain present on the February 7 MRI was no longer present. 

24. Since Zachary has been under the antineoplastons treatment he has had no 
symptoms of cancer. He has returned to the young, active child we knew before his battle 
with cancer. Zachary now has energy and is able to attend school and play with is friends. 
He no longer suffers from bone pain, his htur has completely returned and he has returned, 
to his normal body weight. 

25. On May 23, 1996, we were informed by the Burzynski Clinic that the FDA 
stated that Zachary could rio longer use the antineoplastons treatment. It is our 
understanding that Zachary cannot use the treatment because he does not currently have a 
residual tumor. 

26. Zachary ran out of his daily dose of antineoplastons therapy on May 25, 

1996. 

27. We would like to continue the antineoplastons therapy for Zachary because 
of his positive response under the therapy. We are also concerned atout the possibility of 
a recurring tumor. When Zachary was first diagnosed with cancer the Oncologists 
repeatedly told us that without aggressive follow-up treatment the brain tumor would 
return. 


3 
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PATIENT CONSENT. AUTHORIZATION. WAIVER. AND RELEASE 

I, the undersigned, whose full name is (_ 

being either the Patient or the authorized representative of the Patient (hereinafter "PATIENT"), 
hereby REQUEST, AUTHORIZE AND CONSENT TO treatment of PATIENT'S medical condition 
by Stanislaw R. BurzynskI, M.O., Ph.D., and such other assistants, agents, servants, and 
employees as he may designate; and I hereby fully RELEASE Stanislaw R. BurzynskI, M.D., 
Ph.D., the BurzynskI Research Institute, and such other of his assistants, agents, servants, and 
employees as he may designate, from all liability which may be alleged or adjudged against them 
in connection with PATIENT'S treatment, and, in connection herewith, I speciRcally understand 
the following, to-wit: 

The treatment REQUESTED, AUTHORIZED, and CONSENTED TO is the administration 
to PATIENT of the Antineoplastons referred to as At, A2, A3, A4, AS, AS2-1, AS2-5, and A10, 
or any other drugs or medicines, such as conventional chemotherapy drugs (possibly in 
combination with Antineoplaston drugs). In either liquid or capsule form, as either a natural or 
synthetic product, and with the same to be administered, at Dr. Burzynski's discretion, 
intramuscularly. Intravenously, orally, and/or topically. 

Dr. BurzynskI has explained to PATIENT the nature of these substances and that these 
substances and their use in treating cancer or other conditions such as that which PATIENT has 
been diagnosed as having. Is purely experimental. PATIENT specifically understands that the use 
of such substances as a prescriptive drug has not yet been approved by any State or Federal 
regulatory agency, nor has Its use been approved or adopted by any single or group of Medical 
Institutions at this time. 

Under Federal Law (as determined in a prior legal proceeding between Dr. BurzynskI and 
the Food & Dnrg Administration), Or. BurzynskI Is only permitted to treat patients with 
Antineoplastons In the State of Texas. Neither ha nor anyone associated with him Is permitted 
to ship his medication out of the state. PATIENT understands and agrees that in the event 
PATIENT permanently moves out of the boundaries of the State of Texas, Dr. BurzynskI and the 
BurzynskI Research Institute will not ship or send PATIENT Antineoplaston dnrgs. 

Dr. BurzynskI has explained to PATIENT, and PATIENT understands, the risks associated 
with the use of the substances and any alternative treatments available to PATIENT. No 
assurances have been made to the PATIENT by anyone as to any results expected to be 
obtained from such treatment. PATIENT hereby DENIES that any assurances or warranties were 
made pertaining to results or successes of the treatment. PATIENT has been told, and specifically 
understands, that neitlier success nor Improvement in PATIENT'S condition is warranted or 
guaranteed by such treatment. PATIENT understands that the reverse may be tnje and that 
PATIENT'S condition may worsen as a result of the treatment, or that PATIENT may react 
adversely to the treatment. 

PATIENT understands that Dr. Burzynski makes no claims that Antineoplaston drugs will 
cure or stabilize cancer or any other medical condition. PATIENT also understands that the U.S. 
Food and Drug Administration and the National cancer Institute claim that this drug is not yet 
proven to be effective in the treatment of cancer. 


1 
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PATIENT CONSENT. AUTHORIZATION. WAIVER. AND RELEASE 


PATIENT Agrees to deposit the sum of S C’OfJn. - as an initial deposit with the 
Buizynski Clinic to start treatment with Aniineoplastons, which sum of money will be retained hv 
the Clinic until treatment Is completed, even If PATIENTS Insurance carrier detennines In 
advance that It will oav 100% at the cost o< Ihls treatment . PATIENT understands that the reason 
for this Is In the unfortunate event that PATIENT’S Insurance carrier Initially detennines K will pay 
1 00% for the treatment and then decides thereafter that it will not pay. PATIENT understands that 
if Dr. Buaynski and -the Burzynski Research Institute ara not paid for their services and dnrgs, 
they will have the sola authority and decision to terminate this treatment, no matter how cruel or 
unfortunate this may seem. 

In signing the CONSENT. AUTHORIZATION. WAIVER. AND RELEASE, and in requesting 
this treatmenL PATIENT agrees and SPECIFICALLY STATES that he does RELEASE Dr. 
Burzynski and all of his agents, servants, employees, associates, affiliates, and parent or 
subsidiary companies, including the Burzynski Research Institute, from any and all liability for ail 
claims for damages which PATIENT, anyone on PATIENT'S behalf, or anyone on ihe behalf of 
the PATIENT’S estate may have because of, arising out of, or related to the Antineoplaston 
treatment hereinabove described, or any other treatment or dnjgs prescribed to PATIENT by Dr. 
Burzynski. 

In connection with the treatment hereinabove described, PATIENT consents to the 
publication and re-publication of information and/or photographs relating to PATIENT’S case In 
professional journals or medical books and to Ihe use of such Infonnation for any other purpose 
Dr. Burzynski may deem proper in the interest of medical education, knowledge, or research; 
provided, however, that it is specifically understood that in any publication or use, PATIENT shall 
not be identified by name. 

I, the undersigned, either as a PATIENT or legal representative of a PATIENT, am over 
tne age of eighteen (18) years and do certify that I am of sound mind and I have read this form 
In its entirety, that the statements contained herein are true, and that I authorize and request 
those individuals .above to render such treatment to PATIENT. 

PATIENT acknowledges that no publication, media evenL or representation made by any 
person or entity, has induced PATIENT to undergo the treatment to be rendered and that this 
agreement Is entered into by PATIENTS own free act and will. 

This PATIENT CONSENT, AUTHORIZATION, WAIVER AND RELEASE is being executed 
not as a prerequisite lor treatment, nor as a result of any representations to the contrary, but, 
rather, to acknowledge PATIENT'S understanding of the experimental nature of the treatment; and 
that, hope and prayers notwithstanding, no promises, guarantees, nor warranties for success of 
the treatment have been made. 
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PATIENT CONSENT. AUTHORIZATION. WAIVER. AND RELEASE 

DATED this davof A\^\'liX (i^ 


PATIENT NAME: 

X l2uA.L /'/({ 

Printed Name 

Patierit's Signature 

Patient's Pennanent Address: 

Z '^". 

Patient's Texas Address While Undergoing 
Anfineoplaston Treatment: 

U'Knkiin ^ . ('< 

/AtDkjs /at ^:{ 


/ZrVA.-?^^.5 /'y / ■ / 


TIME: Relationship: ' ' 

Witness: 

/ la ,. M?LUiV)'iL^' 


SUBSCRIBED AND SWORN TO before me, the undersigned authority, by the said 

on this the 


of 

_. 19. Ilk to certify which witness my hand and seal of office. 

C^JmaiS tf 1 

Notary Public m and forme StatS of TEXAS 


day 



My Commission Expires: 


Typed or Printed Name of Notary: 

/A- Uij 
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RESEARCH INSTITUTE, INC. 


M»r 10, !••• 


Mr. Paul ZlMMCrauDi CSO 
FOOD AND mUO AOMIMlSIltATION 
CDBt Oneotecjr Qroup (HFD-ISO) 

Attnl 3rd Fluor Douuamt >oaa 
U51 Ruckvlllu Plk* 

Kockville, HO mS2 
Send bp Federal Espraaa 

RKi IND 043. T41 

Dear Mr. ZlBerun, 

In reaponae 4o pnur tax of April tt. ItOS. pleaaa find 
attached the liatinc of an additional patient uitk hla dlapnoala 
and datcription of the treatment. The patient la MCCOHNBLL, Baeharp 
and la ala yaara old. The patient la alraadx in complete reaponae 
and oa feel that thla la axtramalp Inportant to eontlnna hla 
traatnant becanae he nap dauolop earlp tiBor raeurranea. 

Slneeralpi 



S. h. Buraynaki, M.0>, Ph.b. 


SRB/cf 


12000 RICHMOND AVENUE • HOUSTON, TEXAS 770«2-2tll • (711)197.0111 • FAX (71)) 597-1166 



Ill 


SOIMAKV 


rativat'a Nsm: ■CCemmL, Zaekary 

Macaaais: Friattiva mmmmmtm4mrmm\ taaor of tha 

richt aarakral haalapkaro af tha brain 

(wnt) 


Treataant: Antlnaaplaatan Alb and Antlnaoplastan ASS-1 
injoetiama kacaa on Haroh It, IttS and ara a^iniatarad dail/. 
Tha doaato af Antlnaaplaatan Alt aaa praduallir incraaaod to 
S.4S c/lv/dap and ASl-l ta t.dd s/kp/dap. Va othar antlaanear 
traataant haa boon plaan ta thla patiant ainea Mareh tl, IttS. 


Mar It, Ittt 


nt/af 
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RESEARCH INSTITUTE, INC. 


May 17, 1996 

VIA raORRAL F.XPRF.SS 


Paul Zinunerman, CS.O. 

FDA/CDER Oncology, HFD-ISO 
1451 Rockville Pike 
Rockville, MD 20852 

RE: IND *43,742 

Deal Mr. Zimmerman: 

I am pfoviding you addiiiooal intannatka regatdmg die tallowing policnia: 

Suaan Dubin 
Albert Frolaoder 
Zachary McConnell 
Patricia McPherson 
ianicc Miller 
Patricia Petroski 
David Smith 

Sincerely yours, 

Stanislaw B. Burzyoski, M.D, PIlD 



I toco RICIIMONn AVENUE • HOUSTON, TEXAS 770IU.24II • (711)5974)111 • FAXtTIl) I97-IIM 
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RESEARCH INSTITUTE, INC. 


hue 13, 1996 


CitetK M. Cook, Eiq. 

Amadue Okt CooMd tor Eiftiicaai 
Office of toe Okt riiiMnl 
Fnal Md Dn( AdaMmiaa 
3600 Fiffia Laat, GCF-1 
Rcckville, MD 10(37 

Ke IND (43.741; Alwop tom i it McB TeOmj McCoaeD 
DCS Mi. Cook: 

W< km ha aa t copy ct yam kam B aBner kamtom W. Band at Jbb 10, 
1996. Wehavc tteheea bk torn MMr. Enod’i leMB (wkk unrknirBi) of Ine T, 1996 
riBTiBOi mdmafkmat paket Teihmy Mrfgrtl la peat lOB. jna aaB *■ (oa an 
aoi « Umy B Bikar at BBoad B Mr. Baotd't kaer (mhialMd k ndpoaB B Dr. DaUp'c 
kan of Map 23, 1996) hacaaB aekMt Mr. Baaad as hk dka as Be IND BoaaK. Yoa 
taBcr earn tom toe deadHae fbr itMipt of aaaiakk i CB oaaiv e B joat 23 kike 
fiBeiaia yoa aaBadvalp oDOdada Bat Zatoaey McCbaaaB wmy aor coadBe lacalvlai 
aaHBnrliBiB) araaM hr etakded aadl kae 24, 1996. 

We haw l i t k ae d Mr. Eaead'a kaer aad Be la iark i Baii Beteao. We heflew Bey 
coaiala Be laoai Ikana^h a a poaa e (oataWe B Be May 23 kaer. Wh, Bcnfcae, fcraaaUy 
icaabaal Bam B yoa (as the aaaehad copy) b oar offickl la po aB B Dr. DcLap'a May 23 
loaer (b Bb kaer peoaha B Zachary MrCreagd). Moaeowr, arc odi Boa yoa have Dr. 
DeLap coofet ariB hit. Eraoid cnacrtiagi ^ MU KX>* Zachary McCoaacn aoar 
priariinil hy Mr. Eaaad, oaaakaca vrlB hk icktaa ia Be Mqr 23 km ha Ba aevkw. 

PkaB leBoad B b ai yam carlka coarreakaee. We aecd aoa aaaiaB Be lapaacy of 
Be B(aeai (aB Mr. Easid'a ktaat Be dataUa). 


Siaeenly, 

S. k. ha iay a BI . M.O., n.D. 
PleaUBi 


SUkf 

cc: ioaoBaa W. Eaaad, Eaq. 

Shaora aod DcBim hlcCoaodl 

Saeve fiipri, hed d c i g of B aiy a Bi Maa Oioap 


12000 RUfMONO AVENUE • IKHJSTON, TEXAS 770(2-2431 • (711)397-0111 • FAX (71 3)397-1 166 



RESEARCH INSTITUTE, INC. 


July 10. 1996 


Roben J. DeLap, M.D., Ph.D. 

Director, Divison of Ortcology Drug Products 

Office of Drug Evaluation I 

Center for Drug Evaluation and Research 

Food and Drug Administration 

Rockville. MD 20857 


RE: IND 43,742; Antineoplastons Patient Zachary McConnell 


Dear Dr. DeLap: 

This letter re^nds to the agency's of June 24, 1996. In the June 24 letter, you asked us to 
supply two kinds of information: (1) *a letter from a physician with specialized training and 
experience in the treatment of brain tumors who has reviewed the latest litetanite on 
treatment of PNET of the brain in children and the details of Zachary's case (indicating that 
failure to administer the radiation therapy to this child as previously planned would not 
significantly affect his chances of being cured, considering the surgery and chemotherapy he 
has already received)' and (2) the 'radiologist's* reports intetpredng all of the brain scans 
performed between February 7 and June 21, 1996.* 

Attached as Exhibit A is the analysis of Dr. Charles B. Simone, M.MS., M.D., an internist 
(trained at the Cleveland Clinic 1973-1977), medical oncologist (trained at the National 
Cancer Institute 1977-1982), tumor immunologist (trained at the National Cancer Instimte 
1977-1982), and radiation oncologist (trained at the University of Pennsylvania 1982-1983). 
We selected Dr. Simone based on his recognized achievements in the field of oncology and 
radiation oncology. Dr. Simone's work is recognized by Sloan Kettering and NCI. He 
served as oncologist to former President Ronald Reagan, to former Vice President Hubert 
Humphrey, and to several prominent members of Congress. We believe Dr. Simone well- 
qualified to assess the extent to which the ^lure to administer radiation therapy will affect 
Zachary's chance of being cured, considering the surgery and chemotherapy has already 
received. Following a thorough review of the patiem's clinical history, his MRls, and his 
medical reports, along with all published scientific literature on treatments of juvenile 
PNETs, Dr. Simone finds no scientific basis for concluding that failure to administer 
radiation therapy may adversely affect Zachary's chance of survival, based on bis initial 
adverse reactions to two fractions of radiation. Dr. Simone concludes that: 


12000 RICHMOND AVENUE • HOUSTON. TEXAS 770e2-2« I • (711)597.0111 • FAX (713) 597-1 IM 
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.,.(F]ailure to administer the cadiation therapy to this patient as previously 
plaimed cannot be shown by any available scientific measure to affect in any 
significant way Zachary McConnell's chances of being cured (considering the 
surgery and chemothers^y he bas already received). Given my detailed 
assessment of this child's clinical history and of the scientific literamre 
concerning PNET survival, I find no appropriate scientific basis for the 
conclusion that radiation therapy would be curative or would even improve his 
chance of survival. I am convinced that if the child suffers as adverse a 
reaction to continued radiation therapy as he did the first two fractions, his 
chance of survival may be reduced. 

Exhibit B includes copies of all MRIs from February 7, 1996 until the present. Those reports 
reveal that following the complete resection of Zachary's PNET on August 28, 1995, one 
event of significance occurred in a February 7, 1996 MRI. That MRI was taken subsequent 
to Zachary's receipt of all sessions of chemotherapy but before commencement of 
Antineoplastons treatments. The MRI included evidence of a minor enhancement in the 
location of the original tumor, which was interpreted as either scar tissue, blood vessels, or a 
possible tumor recurrence. Subsequemly on March 4, 1996, Zachary received two fractions 
of radiation therapy. From March 29, 1996 until the present, Zachary has received 
Antineoplastons treatments. None of the two subsequent MRIs (April 25, 1996 and June 20, 
1996) has revealed the presence of the minor enhancement found on Febraary 7, 1996. 

Indeed, none has revealed any tumor recurrence whatsoever. 

Now that the requested information is before the agency, we respectfully request a response 
at the earliest possible moment. If consideration of our request requires more than twenty- 
four hours' time, please confirm that during the pendency of your review we may continue to 
supply Zachary Antineoplastons' treatments. 

Sincerely. 

S. R. Burzynski, M.D., Ph.D. 

cc: Shawn and Desiree McConnell 

Steve Siegel, President, Burzynski Patient Organization 
Jonathan W. Emord, Esq. 

Kathryn Cook, Esq. 
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SIMONE 

Protective Ctncec Itutitute 

123 Franklin Comer Roed Suite 108 Lewrenceville, NJ 08648 
609-896-2646 Fax 609-883-7173 

July 3, 1996 

Shawn and Desiree McConnell 
17107 East Calaveras 
Fountain Hills, AZ 85268 

Dear Mr. and Mrs. McConnell, 

I am an Internist (trained at the Cleveland Clinic 1975-1977), a Medical 
Oncologist (trained at the National Cancer Institute 1977-1982), Tumor 
Immunologist (NCI 1977-1982), and Radiation Oncologist (University of 
Pennsylvania (1982-1985) with expertise in nutrition, cancer and other disease 
prevention. 

1 am the author of Cancer and Nutrition, A Ten Point Plan to Reduce Your Risk 
of Getting Cancer (325 pages, 1982 McGraw-Hill, revised 1992 and 1994 Avery 
Publishing). I also authored Breast Health (410 pages, 1995 Avery Publishing), 
and Shark Cartilage and Cancer (1995 Paradigm Press). 

I am investigating lifestyle changes, including nutrient supplementation, with the 
use of shark cartilage in the treatment of advanced cancers. The study protocol is 
sponsored by the National Institutes of Health and approved by the Food and Drug 
.Administration. 

1 have testified as an expert witness in the areas of cancer and lifestyle for the 
State of New Jersey 1995. 1 have also testified for the United States Senate and 
the House of Representatives in 1995, 1994, and 1993 as an expert in the fields of 
cancer, nutrition, cancer prevention, the benefits of food supplementation, and 
medical care costs reduction. I have testified as an expert in a deposition 
concerning the benefits of food supplements in relation to disease and disease 
prevention recently (Sheri Liebennan, Ph.D. vs American Dietician Association). 

STATE.MENT; 

I was asked to review and comment on Zachary McConnell, who is 7 years old 
diagnosed with a rare brain malignancy. Primitive Neuroectodermal Tumor 
(PNET) located in the right frontal temporoparietal region. On August 28, 1995, a 
complete resection of ail visible tumor was performed and a post surgical MRI 
scan done on August 30. 1995 revealed no visible tumor. 

The patient was placed in a Phase II non-randomized clinical trial. CCG-9931, 
Groupwide Pilot Study of Neoadjuvant Chemotherapy followed by Cranial-Spinal 
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Hypeifractionated Radiotherapy in Patients with Newly Diagnosed High Risk 
PNET. From September 14, 1995 to early January 1996, the patient underwent 
and completed the prescribed five cycles of chemotherapy consisting of 
vincristine, etoposide, carboplatin, cisplatin, and cyclophosphamide. Because of 
the severe side effects of these agents he had seven blood transfusions, was 
hospitalized on eight different occasions for side effects (three times for 
administration of chemotherapy and five times for side effects), was put on both 
oral and intravenous antibiotics for sepsis and other infections, had profound 
neutropenia, permanent loss of some hearing, and loss of considerable body 
weight for him (weight before chemotherapy was 18.8 kilograms, weight after the 
five cycles of chemotherapy, 16.8 kilograms), and also experienced nausea, high 
fevers, vomiting, gastroenteritis, and mood swings. 

On September 7, 1995, October 31, 1995, and November 30, 1995, follow-up 
MRJ scans were performed, each of which revealed no visible tumor. On 
February 7, 1996 another post surgical MRl scan revealed the presence of a minor 
enhancement in the location of the original tumor, which was interpreted as either 
scar tissue, blood vessels, or a possible tumor recurrence. 

The first radiation ueatment of this invesfigational protocol did not begin until 
March 4, 1996 at which time Zachary suffered a severe headache and continuous 
vomiting. The parents decided to terminate Zachary's participation in the study 
due to all of the side effects that he experienced with the one fraction of radiation 
and the prior chemotherapy. The parents then did their own investigation on other 
treatments, went to Dr. Burzynski, and began on Antineoplastons on March 19, 
1996. The patient received reduced doses of Antineoplastons for the first ten days 
followed by standard doses March 29, 1996 and thereafter. On April 25, 1996 an 
MR] scan revealed no visible tumor mass. The mass seen on the February 6, 1996 
MRl was not present on the April 25, 1996 scan. Zachary has received 
Antineoplastons treatments from March 19 until the present. On June 20, 1996, a 
follow-up MRl was done. It again showed no visible tumor mass. 

1 am asked to comment on whether standard therapy, i.e, radiation therapy, would 
be beneficial to the patient rather than have the patient continue on the 
Antineoplastons protocol. 

The first point is that there is no standard ihurapy for PNET. In fact, the 
Groupwide Pilot Study is an unproven investigational protocol. That study and 
others like it are experimental, performed in an anempt to determine what 
treatment(s) could most benefit patients with PNET. 

It is my opinion as a medical oncologist, tumor immunologist, and radiation 
oncologist, that there is no scientific way to predict whether the failure to 
administer radiation therapy to Zachary McConnell will have a "significant" effect 
on his chances of “cure." As we know, the word "cure" as applied to cancer care 
denotes a contrived definition - the number of patients alive at the end of a certain 
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period of time; the worse the tumor, the shorter that period of time is simply to 
make our statistics ‘look good.‘ If, for instance, a person lives five years and one 
day, that person is considered ‘cured* but is dead nonetheless. 

Zachary McConnell was enrolled in an investigational protocol and received 
experimental chemotherapies and one fraction of radiation therapy. The radiation 
therapy was never completed. He then received Antineoplastons. These events 
make an estimate of ‘affect on [his] chances of being cured’ with radiation 
impossible to determine with any certainty. There are several reasons for this. 

First, the original investigational protocol (above) that Zachary was scheduled to 
receive was terminated by his parents aAer he completed all the chemotherapy and 
after he received only two fractions (a single day; one in the morning and one in 
the afternoon) of a hyperfractionated (two radiation treatments per day) schedule 
over several weeks. Therefore, one cannot Rly upon the percentage rate of ‘cure’ 
associated with the Groupwide Pilot Study due to the fact that treatment has been 
interrupted for over three months. Moreover, another variable, Antineoplastons 
treatment, in the intervening three months since the cessation of radiation therapy, 
further complicates the picnire, making prediction impossible. 

Hence, it is thus necessary to consider radiation therapy as a new treatment and 
independent of the original investigational chemotherapy protocol. 

Second, the Groupwide Pilot Study is itself an experimental investigational 
protocol, not ‘standard’ therapy. It has neither been proven safe or efficacious 
and, thus, it is not prtdictabty curable as a treatment for juvenile PNET. 

Third, Zachary had severe reactions to the chemotherapy and unusually severe and 
adverse reactions to the two fractions of radiation treatment administered. Those 
reactions make it extremely difficult to predict whether the continuation of 
radiation would prove to be curative or would result in either death from the side 
effects of treatment or from complications associated with them. 

Fourth, radiation treatments to Zachary now must be considered as an independent 
modality and as a jalvage modality since there was evidence of possible tumor 
recurrence after chemotherapy. Therefore, radiahon therapy, when administered 
to children under age 10 with recurrent PNET, will not change survival. 

Through CANCERLIT, I have reviewed the literature for PNET clinical trials. 

The pertinent studies will be briefly discussed. The only randomized published 
peer-reviewed study I found, which is the best type of clinical study, was that of 
Dr. Cohen and others from the Cleveland Clinic Foundation in Ohio. They 
randomized 5 J patients to receive either; (1) craniospinal radiation therapy 
followed by eight cycles of CCNU, vincristine, and prednisone; or, (2) two cycles 
of ‘eight drags in one day’ chemotherapy followed by the same radiation therapy, 
followed by eight additional cycles of ‘eight drugs in one day' chemotherapy. 



There was no difference in survival in either group. (Cohen, BH, et al. 1993. 
Prognostic factors and treatment results for supratentorial PNET in children using 
radiation and chemotherapy; a Children's Cancer Group randomized trial. J Clin 
Oncol 13(7): 1687-96). 

At a meeting presentation, Dr Boyett (et al) reviewed 203 children who were 
randomized to receive either: (1) ‘eight drugs in one day” chemotherapy before 
and after radiation therapy; or, (2) vincristine during radiation followed by 
vincristine, CCNU, and prednisone after radiation therapy. Croup one's treatment 
("eight drugs in one day" before and after radiation therapy) was less effectiye 
with regard to progression-fi'ee survival. (Boyett, J, et al. 1993. Progression-^ee 
survival and risk factors for PNET of the posterior fossa in children: Report of the 
Childrens Cancer Group [CCG] randomized trial CCG-921 Meeting Abstract. 

Proc Annu Meet Am Soc Clin Oncol 14:A283). 

At another meering presentation. Dr. S Skapek (et al) presented findings of a 
retrospective review of 20 children treated for PNET. One patient had surgery 
alone, one patient had surgery and chemotherapy, eight patients had surgery and 
radiation therapy, and ten patients had surgery, chemotherapy, and radiation 
therapy. The median overall survival was 64 months. The group that was slightly 
better had surgery, chemotherapy, and radiation therapy in sequential order. 
However, cheomotherapy did not change survival when it was used to salvage a 
tumor recurrence. (Skapek, et al. 1994. Clincial outcome in children with CNS 
PNET outside of the posterior fossa. Meeting Abstract. Proc Annu Meet Am Soc 
Clin Oncol. 13:A497). 

Zachary is now not the typical patient. He had chemotherapy, possible recurrent 
tumor after the chemotherapy, two fractions of hyperfractionated radiation 
therapy, and Antineoplastons. A patient with PNET should participate in an 
investigational protocol so that information could be utilized for future patients. 
Generally any treatment will produce a response or not in a period of about 2 to 2 
1/2 months. Therefore, if Antineoplastons fail the patient, conventional radiation 
therapy could always be utilized. Antineoplastons treatment were begun on March 
19. 1996 and have continued to the present with varying dosage levels. 
Nevertheless, during this three month period there has been no visible sign of 
tumor recurrence. In addition, it is significant that the MRI enhancement observed 
on February 6, 1996 before the Antineoplastons treatments began, is no longer 
present following Antineoplastons administration. 

Based on all of the foregoing, 1 conclude that failure to administer the radiation 
therapy to this patient as previously planned cannot be shown by any available 
scientific measure to afTect in any sigiuficant way Zachary McConnell's chances 
of being cured (considering the surgery and chenmtherapy he has already 
received). Given my detailed assessment of this child's clinical history and of the 
scientific literature concenung PNET survival, I find no appropriate scientific 
basis for the conclusion that radiation dierapy would be curative or would even 
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improve his chance of survival. I am convinced that if the child suffers as adverse 
a reaction to continued radiation therapy as he did to the first two fractions, his 
chance of survival may be reduced. 

Executed on July 3, 1996. 

Director 


Charles B. Simone, M.D. 
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Phoenix, Arizona SS006 

RE: MCCONNELL, ZACHARY 
MR#: 67-2M3 
DOB: 04/02/89 
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Dear Dr. Etzl 


I appreciated seeing Zachary in follow up in Neuxosurgery Clinic tod&v. His MKi 
scan was obtained to get a follow up of the previously enhancing pan of the rurnvt 
bed which I felt was possibly cither scar tissue or collection of blood vessels anO 
hopefully would dissipate. The MRl today is clear. There is no evidence of any 
kind of cnhiDccmcni in the tumor cavity. There is no evidence of any kind cf 
recurrence. The entire cerebrum looks good with no enhancing lesions and the 
tumor cavity has diminished to the point where it is almost nonvisible. 

I Ncurologically Zachary is doing very well. They arc returning to Texas for 
I continuation of his antineoplastic therapy. 1 would like to obtain anoihe." MRi sckh 
with arvd without contrast in four months from now. I will make the arrangements 
I and will have my office conuct the family 


I greatly appreciated the opportunity of seeing Zachary. I will keep you posted as 
to his progress. 

Sincerely, 

S. David Moss. M.D. 

■pediatric Neurosurgeon 
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Michael D. Sapozink. M.D. 
nil East McDowell Road 
Phoenix. Arizona 85006 

The Parents of Zachary McConnell 
16507 East Fayette Drive 
Founiaio Hills, Arizona 85268 
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Southwest 

Neuro-Imaging 
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PATIENT NAME: McConnell, Zachary R. 
NETOORADIOLOGIC consultation: e/20/y6 


KRI OF THE BRAIN WITH GADOLINIUM: 

MR SEQUENCES: The exaji is dated 04/25/96. A series of Tl, 

Interaodiatc and T2-welghtad axial aeries were obtained, as well as 
a pre-contrast sagittal Tl-welghted eequance. Poet-contrast scans 
were obtained in the coronal, sagittal and axial planes. 

FINDINGS: There has been interval postsorgical resection and 

trestaent for the right-sided tuaor. There is residual hemosiderin 
in the external capsule and ainimal encephalonalacia. There is no 
abr.ornal enhancaaent following the intravenous admlnlstEation of 
contract caterial. There is an incidentally empty aella. There 
are no drop aetaetasis demonstrated in the upper portion of the 
cervical spine down to the level of C4 . 

CONCLUSIONS: 

1. Exam from Good Samaritan dated 04/25/96 is overraad at the 
request of the patient ae a courtesy and no charge to the 
patient. 

2. Postoperative ee'etion of the right-sided nase and post therapy 
changes . 

3. Residual hemosiderin deposition in the external capsule 
consistent with postoperative findings or prior hemorrhage 
related to the tuaor. 

4. No abnormal enhancement demonstrated, and no apparent recur- 
rent masa. 

5. Ho evidence of hydrocephalus or apparent drop netastasei 
throughout the ventricular system, upper cervical spine, or 
floor of the anterior fossa. 

1^ 44 ef ■ 

Bruce L. Dean, M.O. 

ddi 06/20/96 dt! 06/20/96 by: sme/bA 
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R.\101OLOGY flSAL RiCKJR r 

f'ATIFST NAVfE .vioCpruicII. ^JCbJry R. 

PATIENT » 0!-67-OC 

^OU Cc-o:-b9 age M'7 

.■'iPEKRlNi.; RHYSICLAN Huriyrjx. 

.'Jxi OF THE ER,\JN WITH CaDOUMU 


CLINICAL HISTORY' Pirmaaiivt n<jiwlod«ra«l (Uir.or 

‘•'.N SEOL'ENCF.S: II. ini«nned:3it lad T^-WiijhteJ axi'xi scxr>s wen ooijK'.cu. 33 ^eli 33 c , 
i3{ir.il sequcu'-'i. Poii-concasi jcins were obiiir.ed ir. ihe axial ir.i roronaJ pEViCj 

.-i.NOl.srjS Srjil base JL".d ruislieiior ificea ajiptii tt. pv uiiremartahle Ibots ajc 
ir'.rcphar)nt<ai r.odu eoiuistenl with patiect'i apt. Prior posiop«ativ« ebaopu are demonsiraied un ‘j.t 
ripai. Tbect li a rt^ioa of hemoiidarui depoaiiton in the extemal capaule un the ri^'Iii There li r..' 
evidence of recurrent oust or ahtrornaJ enbaacemest. The coronal leans reveal no apparent recurrent 
mass or lesion. The otbils appear to be symmetric without evidence of mass, and there is do evidii.ce 
of a pineal tumor 

.'J-NCLCSiONS: 

hr.T.OitUtnn Jepoiiticin to die ripht eaiemai ri.-ja.: 

No abnormal enhancement or mass 
N'b evidence of recurrent tumor or tnas.i 

j, .:.- Dc.3.r .>>1,C 
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Biltmorc Advaaced Imaging Center 
RADIOLOGY FINAL REPORT 
PATIENT NAME: McConrell. Zachary K 
PATIENT#: 01-67-00 
DOB: Oa-OZ-«9 AGE: M-6 
REFERRING PHYSICIAN: Carol A Foatet. M.D. 

BRAIN MAGNETIC RESONANCE SCA.y^ ^f^^ ') 


HISTORY: Migraine. Dluinesj 

PROCEDURE: Sagiaol and aaiaJ Tl-weijbted imaging, as well as aaial, Inrcrmcdiate and TT-U'eigr.is:: 
Imaging and a FLAIR Image. 

FINDINGS: There it a mixed signal mass In (be right frontal lobe, which has a rather discrete core oi 
decrewsd signal Intensity laterally and a larger core medially that is of higher signal Intensity. There is 
also perileslonal edema of the white matter, resulting in a mass of approximately 6x8 cm. Ship, to 
midllne right to left, approximately 1.3 cm. No bydrocephtlui The remainder of the signal intensity 
ot (he brain are ootmal. No abnormal vascular flow voids. The character of the lesion would suggcsi 
i primary brain tumor and in view of the mixed signal iniensitlis and the presence of a rather we:i- 
demarcated rim raises (he possibility of ging'.ioglioma. 

SUMMARY: 

I . Mixed signal mass, right Frontal lobe with subfalclol herniation. 

i. Dr. Foster notified and patient referred to Good Samari[.vi Hospital. 


Richard A. Flom. M.D. 

aJ: 0«':6/95 
ii: 0«f26.’95 
by: emc/dd 
Outcome Code: 3C 


alas X. Camelbaok tUed. SviU 110 PhpenU. AZ 15016 (601) eSa-OeSa 
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Michatl Etii, Jr.. M 0- 
909 E. Brill Street 
Phoenix, AZ ssooe 


Ke: KCCOIIHIU.. tACXAJlT 

DOBt 04/02/19 
MU(i «7-2S*43 

peer Dcccor EczL: 

Z 8AM Zachary HcConcell In follow xtp in the Neuroeurgery Clinic 
today. Ha haa been diagnosed with a primitive neuroectoderral 
tuMr vlth sons neuroblastoina and rhabdoaacroma like slements 
within the tumor. 

I believe that our follow-up Kill today showa that Che cavity 
where the tumor waa located ia dacoa^rsaalng fine. T.Serc a:« 
some sAhancir.g areas in the medial wall of the tumor border 
This arcs had a distinct capsule: membrane with tuner caeily 
dissected and removed from the surreundlhg brain The biopsy 
down deep in this area is negative for tunor. I believe it r.ay 
bs related to a post decon^rceeion infarction area of 
enhancement and probably results in some sear tissue fermatien. 
I do not necessarily believe that this is malignant tumor. 
Observation will be our only way of telling at this point. 

w« need to go ahead and proceed with Our radiatien ar.d 
chemotherapy prctcccis. We should follow up thla tutror with 
another fOiI scan in eix weeks with contrast. Kis scaplee were 
removed. Kis recovery iw excellent and he appears tc Cc 
ncurologically intact. There :s s small subgaleal fluid 
collectio.'i which will resolve in the next couple of weeks, .'^y 
office will make arrangaments for follow up. 

1 appreciated the opportunity of seeing him today. i will see 


909 East emic Stacct 
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him AS he is 
with you. 


Sincerely. 


readmicted to the hoepicsl «rd appreclete working 


I S- David Moee. M.O- 
[ Pediatric Keuroaurgary 
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I appraclACad cha opportunity of aaeing Bachary In follow up in 
Maurocurgary Clinic today. Sachary haa had a raaaetloo cf a 
right taayoral paxiatal pclititiva nauroactodermal tUBor that uy 
have had aoma eo^ionanta of rhabdoayoaarcoma Involvad. I aa 
axtroMly pXaaaad to Beta that tba MBI acan la totally clear of 
any aahancanent coaalataat with any kind of tunor. Tha eawity 
ia coovlataly oblltaratad and tha brain haa raaaaumad Ita nornal 
peaition. Z an axtranaly plaaaad to aea tha poatoparativa 
conflguzatloQ of tha brain. 1 an alao noting a aM^Il axibduraZ^ 
chronic effualon over tha hi^h right parlatal convexity whic.*) 
may at aotoa point ba a canclmatar thick. Thia may ba cauair.^ 
hin Boma irritability in changing hla behavior. It may alae 
caiiae taeadachea. Come of tha will raaolva on chair ova, but 
many may naad drainage and a ■hunting precadure. I would ltk« 
to aea him back In tour vaaka with another CT fcan of tha bead 
to aea if thlt affuaion la enXarglsg or if it haa raasaitad 
• table. I will keep you po»t«d aa to our prograaa asd 
appreciate working with you. 
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I cc: Mr. and Mrs. McConnell 

14507 East Fayette Drive 
Fountain Hill*. Arizona 


,909 Fast Soki 


PuCeS'A Ab;JOna fifCOt 



138 



Phoenix 

Childrens 

Hospital 


OUTPATIENT SPECIALTY CAHE CENTER 


aMBULATOKY BCOUtmtCS 
:3»-uaa 

UO 

.u't £"11. M 0 
l-'C 

ttfC MD 

MC. 

benA^'OR/OCVCLOPMCNT 

aONAnr. VC 

QawMneo Pf' C 
A Acva 0.0 
KMIIsn Sort, PyC 
r.iv-c'. ■v«f<i. P*>o 

CfliTiCA.. Clflf 
23A-3M3 

5«Ap.T«T.vo. 
e ^ ^si M ^ 

M ilUt MC 

ihUCCfllNOLOCT 

33B-4U4 

Pot*’! 0 M.C 

a.'^aCS Kisar MO 

A,..nH A»p-n*r.MD 

OA^mOiKTtAOCOGY 

23»-S7M 

4u.ir, M C 

w<»*ip r viTwi w 0 
utr«iS MO 

3y, •* S' 0 

Ml.SIATOLOCV/ONCOLOar 
531 ru 

UO 

V<*IPU £»• J« .M0 

C4iAi-4Vv;«' .^> 0 
>-,S Aa»J MO 

l«PATieHTPf0lPTHlC3 

23IJ144 

Z*>c‘J< SuA-fln, MO 

MCSiCAl CeUCATlON 
339 (7|t 

M*a><l mo 

S' ’crav 0 »,< M 0 

.stPttfloiocr 

239-9794 

v^t". ;a-»A MO 

r-v-r c.h> M3 

MEUnOkOCT 

33»-499a 

Sjurar .St Bengal. mO 
Earpj C PVobfrt. M 0 
AI*- V Rjair. M 0. 

NEUDOSUNaCPY 

A-- MO 

9 0«-':'4«4t mD 

PUV.MOnOLOCY 
33»- 977-9 

6»*', < • tPei M D 
SraJ C Ggrtg. .Si.O. 
a*;gc 4 MO 


Moveoiber 30. 1995 


Hichael ECxl. M.D. 
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Oaar Doctor Etrl ■ 

1 appraciatad aaelxig Zachary ir. follow>up in Meuroaurger/ Clir.ic 
today. Hl9 aubdural effusion if complataly raaolvad with and 
without coatraac CT today. 1 aaa nothing of any concern with 
any kind of tumor anhaacamant and the cavity where the tumor vaa 
ramoved is completely collapaed. Dverall I am thrlllad to aaa 
how wall Zachary is doing. I am anxious to aaa him again ir. 
three mootha after hia radiaticn and chemotherapy are completed 
ao that wa can aaaaaa the cor.craat acan at that time. Ha haa r.? 
naurcloglc daficica that l car. diacam and I am pleased to a«<s 
him again. Z wish him w«i: over the holidays and follow-u; 
arrangamence will be made. Thank you very much. 

Sincerely, 




S. David Moaa. KO. 
Pediatric Neurosurgery 
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Mr. Burton. ThEink you, Mr. Chairman. 

Dr. Simone. 

STATEMENT OF CHARLES B. SIMONE, M.D., ONCOLOGIST AND 
CANCER RESEARCHER 

Dr. Simone. I have a graph that I’d like to review, if that’s pos- 
sible. It’s supposed to be put up on the screen. 

Mr. Burton. Sure. 

Dr. Simone. Good. I may have to get up and — ^they have the 
wrong graph, but I’ll use this one. 

Mr. Burton. No, that’s all right. Just a second; we’ll get the 
right graph. Do you have the other graphs there? Are they num- 
bered in any way. Doctor? Just 1 second. Just 1 second; we’ll get 
it correct. 

Well, let me just give you some of my background. 

Why don’t you pick that up from the counsel here? OK? 'Thank 
you. Careful, you might become a Member of this place, walking up 
that close. [Laughter.] 

Dr. Simone. I want to thank you. Chairman Burton and the 
other Members of the Congress here, who are here 

Mr. Burton. Well, let me just say, I know that it’s disconcerting 
not to have all the Members here, like you’ve seen on television 
when we have these scandal hearings, but I will tell you this, that 
they will be informed about this. I give you my word. 

Dr. Simone. That is important. 

Mr. Burton. I want to make sure that everybody knows about 
it. 

Dr. Simone. Good. 

I’m a medical oncologist. I trained at the National Cancer Insti- 
tute. I’m also an immunologist, trained there as well, and I’m a ra- 
diation oncologist, having trained at the University of Pennsyl- 
vania. So I’m very well-grounded in conventional medicine, as you 
know. 

But billions of dollars have been invested in cancer treatments 
over the years, and since 1971, when President Nixon declared war 
on cancer, the incidence of cancer actually went up. Cancer will 
emerge the No. I killer of people in this country by the year 2000, 
and two of every five people in this room will get cancer. 

The key thing with any cancer treatment, whatever it is, is 
whether it’s going to cure a patient — ^that is, extend the life of a 
patient. Let’s just concentrate a little bit on the graph. You can see 
one line dramatically going up. That’s the death rate from lung 
cancer. So since 1930 to the present time, we’ve made little or no 
progress in that, obviously. Only one cancer has come down, and 
that’s stomach cancer, the line going down from left to right. Be- 
cause of refrigeration, less food additives, less stomach cancer. 

But the important, salient feature of that graph — and it’s a very 
busy graph — ^but the important thing about this whole conference 
today is that all the other lines are horizontal, which means one 
thing: Since 1930, we made little or no progress in the treatment 
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of adult cancers, and that is despite surgery; that is despite radi- 
ation therapy in the twenties and thirties; that’s despite combina- 
tion chemotherapy that began in the sixties, and immunotherapies 
in the seventies. 

[The chart referred to follows:] 
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Figure 4 

Age-Adjusted Cancer Death Rates* 
for Males by Site, United States, 1930-1994 



Note: Due to changes in the ICO coding, numerator information has changed over time. Rates for cancer 
of the liver, lung, and colon & rectum are affected t^ these coding changes. 

'Rates are per 100,000 population and are age-adiusted to the 1970 US standard population. 

Data source: Vital Statistics of Ihe United Stales. 1997. 
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Dr. Simone. All the fancy MRI scans, CAT scans, all the treat- 
ments, all the diagnosis we’ve made and done, we’ve made little or 
no progress, which means a couple of things. 

There are people here talking about prostate cancer and breast 
cancer. A person who gets breast cancer today will live essentially 
as long as a woman who got it in 1930. A person who got prostate 
cancer today will live essentially as long as a person who got it in 
1930. That’s the cold, hard facts that we have to deal with. And 
despite all the hoopla, the lobby groups, the media, there are the 
facts. Because of that, we really need to turn our attention to other 
forms of treatment, whatever they are, and that’s what we need to 
look at. 

There’s been a number of issues. I think the Honorable Waxman 
talked about that we should not pay for treatments that don’t 
work. Well, we’ve done lots of treatments there, as you can see, 
from the thirties to the present, and little or no effect has been 
made on lifespan. So maybe we shouldn’t pay for those treatments 
either, if we’re being consistent about what we talk about. 

Efficacy is required, and I think we should all adhere to scientific 
method. I firmly agree with that. I’m a rigorous scientist in every- 
thing I do, and we’re doing a current study now, sponsored origi- 
nally through the Office of Alternative Medicine, but also permitted 
through the FDA. So we’re rigorously looking at a few treatments 
and complying with all the regulations. 

There are a number of issues that I think the FDA should look 
at. First of all, in the USA Today it is reported that the FDA dis- 
covered a new drug, licensed it to another group, a pharmaceutical 
group, and now that pharmaceutical CToup has determined that 
they probably will have saved $100 million, and the taxpayers are 
due those moneys. 

I think other things that the FDA should look at, there should 
be easiei* access, as you pointed out. Chairman Burton, for termi- 
nally ill patients, no matter what the issue is. Whatever drugs are 
currently available under study in this country, they should be 
available, as other people have pointed out, too. 

I think all physicians should have access to off-label provisions 
of drugs. That will help them use the drugs that are currently 
available for amy types of treatments that they wish. 

There should be a new time limit for FDA review of new applica- 
tions, provided that the drug had prior approval in the United 
Kingdom or in the European Medicines Evaluation Agency. 'These 
are two key things. If drugs have passed muster in other well-con- 
trolled countries, there should be little entry problems into this 
country. There’s lots of data out there to support that. 

I think we should discontinue the FDA’s discovery research be- 
cause we have many other governmental agencies that look at thds. 
If there’s a big backlog, as it says there is, let’s hire some addi- 
tional staff in the short term, a few million bucks, whatever it 
might be, to hire the staff to clear the backlogs to start anew. 

I think we need to rescind the FDA’s regulatory authority within 
a single State that was just broadened in its scope in the new bill. 
I think, also, informed consent should really be part of everybody 
who’s getting cancer treatment. I’m a cancer doctor. So I’m taking 
about cemcer care. If informed consent were truly given to a pa- 
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tient, they might think twice or three times about these treatments 
that produce uiose lines in the graph. 

And misinformation abounds. We constantly hear about misin- 
formation all the time. In fact, the New York Times reported a phy- 
sician who was interviewed from Memorial Sloan-Kettering saying 
misinformation about certain vitamins and minerals in the treat- 
ment of cancer, that they interfere with chemotherapy; folic acid 
interferes with a particular chemotherapeutic agent, and these are 
simply not true. T^s is wrong information. 

I ran out of time, and I went over hastily. So I just wanted to 
go through the key points 

Mr. Burton. How much more time do you need? 

Dr. Simone. Well, I’ve actually truncated my talk. The whole 
talk really explores ^1 these issues in detail. 

Mr. Burton. Well, maybe when we get to questions and answers, 
you can elaborate a little bit more, but what we’d like to do is we’d 
like to have any information you have for the record, so we can re- 
view them, condense them down. We’d like for you to condense 
them down as much as possible, because Members of Congress, 
when we submit tliis to them — ^and we’ll tiy to get it out to as 
many Members as possible — ^when we submit this information to 
them, I can tell you, because we have huge volumes of things to 
go over 

Dr. Simone. Sure. 

Mr. Burton [continuing]. With our staffs on a regular basis, that 
I like to use the KISS method; you know, keep it simple, so that 
we can make sure that they digest as much as {wssible. 

Dr. Simone. I think the simple thing is that we have done lots 
of treatments in the last 7 years — ^minimal effects as far as lifespan 
promotion. We need to look at other issues, whatever they may be, 
wherever they are. 

[The prepared statement of Dr. Simone follows:] 



144 


Brief Background of Charles B. Simone, M.MS, M.D. 

Charles B. Simone, M.MS., M.D. graduated from Rutgers Medical Collie (1971-1975). 
He is an Internist (trained at the Cleveland Clinic 1975-1977), Medical Oncologist (trained 
at the National Cancer Institute 1977-1982), Tumor Immunologist (trained at the National 
Cancer Institute 1977-1982), and a Radiation Oncologist (trained at the University of 
Pennsylvania 1982-1985). Working with Senator Harldn, he helped to shape the Office of 
Alternative Medicine, National Institutes of Health. In addition, he also helped to organize a 
Department of Alternative Medicine for Columbia and Mt. Sinai in NYC. 

While at the NCI, his basic science research uncovered the ffindamental mechanism of 
how hunun whhe blood cells kill, helped show how “complement” proteins aid in killing, 
demonstrated how adriamycin works, and developed directed effector cells. 

One of the first patients he consulted with at the NCI was a senior statesman who was 
dying of malnutrition secondary to his cancer Later, a man his own age with a newly 
pregnant wife came to him at the NCI and asked to be kept alive for the birth of his child. An 
intensive course of chemotherapy cleaned out the cancer cells, but the patient &iled to 
improve. “I decided at last resort to put him on high doses of vitamins and minerals that 
quickly produced a temporary recovery .” The man lived to see the birth of his son. 

He began devoting some of his time investigating the effects of nutrition on cancer and the 
possibilities of cancer and disease prevention. The result was Cancer and Nutrition, A Ten 
Point Plan to Reduce Your Risk of Getting Cancer (1981 McGraw-Hill, revised 1994 
Avery). He also wrote Breast Health, Shark Cartilage and Cancer, Prostate Health, 
KidStart, and Sports and Nutrition. 

He has testified as an expert in the fields of cancer, nutrition, nutritional supplementation, 
disease prevention, and medical care cost reduction before the United States Senate and the 
United States House of Representatives of 1993, 1994, and 1995. 

THE NEED FOR CHANGE 

Billions of dollars have been invested in cancer research and treatment since 1971 
when President Nixon declared War on Cancer. Each month, it seems, new therapies 
are trumpeted. Some show promise, most fizzle quickly. 

Cancer will emerge as the number one cause of deaffi in the United States by the 
year 2000. Despite the enormous eGTort to combat cancer, the number of new cases 
of nearly evety form of cancer has increased annually over the last century. Still 
worse, from 1930 to the present, despite the introduction of radiation therapy, 
chemotherapy, and immunotherapy widi biological response modifiers, despite CT 
scans, MR scans, and all the other new medical technology - life spans for almost 
evety form of adult cancer except cervical cancer and lung cancer have remained 
constant, which means that there has been no significant progress in cancer treatment 
(Figure 1 attached, data from the National Cancer Institute SEER Program, published 
by the American Cancer Society each January). 

“Cure” is largely elusive or statistically disguised. “Cure” means surviving 5 
years after treatment - if death occurs at 3 years and one day, the “cure” is unaltered 
in the statistical record. 
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The chilling prospect remains - by the year 2000, two of eveiy five Americans 
will develop cancer. And most will die. 

Because of these dismal survival statistics with existing conventional treatments, 
we need to redirect our attention to two important areas. Prevemion of cancer and 
other diseases; and pursue totally New Substances or New Modalities diat show 
scientific merit for treatment even though they may not yet be approved by the Food 
and Drug Administration for widespread use. 

FDA REFORM ?? 

Because FDA funding must be used for more food safety work, it has been 
estimated that there will be a 60% to 70% reduction in funds that would otherwise be 
assigned to tenure-track scientists in the Division of Viral Products, Center for 
Biologies Evaluation and Research (Feinstone SM, Lewis AM, Markoff LI, Carbone 
K, Golding H.[all lab chiefs in that Division] Science. January 9, 1998; 279: IS7-IS9. 

We certainly do not want to lose excellent scientists, however, the dollars 
earmarked for research should be used only for evaluation of Other 
governmental agencies are organized for research. 

Henry I. Miller, from the Hoover Institution, Stanford University, writes about FDA 
Reform in the same cited Science article: 

‘First, it calls for “promptly and efficienfiy reviewing clinical research” “in a 
timely matmer.” But th^ words will not have any impact on the agency's 30 
year tradition of risk aversion and foot-dragging. 

Second, it calls on FDA to develop a plan by the year 2000 to clear the 
legendary backlog of products awaiting approval. Congress here makes itself 
a hostage to an endless series of demands for additional resources the FDA 
wilt say it needs to do this. 

Third, it codifies many policies that we already in place, giving the impression 
of a lengthy list of improvements. 

The most important provision offers drug companies greater latitude in 
supplying scientifically sound information to doctors about drugs’ “off label” 
uses (those not yet approved by FDA). Companies ate currently prohibited 
from distributing suA critical informatioa. But even this improvement conies 
at a high price: substantial additiotul paperwork to convince FDA that formal 
applications for approval of the new uses are fotthcoming. 
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[This provision of “off label” uses is very valuable for the patient. CB 
Simone, M.D.] 

A welcome provision permits manufacturers to submit “health care economics 
information,” such as data on a drug’s cost-effectiveness, to hospitals and 
HMDs. 

The bill contains other minor improvements, such as loosened restrictions on 
health claims for food products and expanded use of third party, including 
academic institutions, to review medic^ devices. 

However, one provision actually increases the scope of FDA’s regulation by 
expanding its jurisdiction to activities that occur completely within a single 
state - small-scale research by an academic or a practicing physician testing an 
iimovative therapy. 

Many critical reforms recommended by blue-ribbon panels are absent. These 
include reducing the redimdancy of regulation of early-stage clinical trials and 
a binding reciprocity provision that, for example, would limi t the duration of 
FDA review of a new drug to a maximiim of, say 60 days after its approval in 
the United Kingdom or by the European Medicines Evaluation Agency 
(thereafter, the FDA would have to show cause why the drug should not be 
marketed in die United States, or it would automatically be qiproved). 

Following Congress’s failure to accomplish significant FDA reform, the costs 
of drug development (already averaging mote than SSOO million to bring a 
single product to market) will continue to rise, fewer drugs will be developed, 
and market competition will erode. Patients will suffer higher prices and 
benefit from fewer breakthrough drugs. ’ 


FDA Should Sot Be In The Drug Discovery Business 
“FDA finds potential cancer treatment" (USA Today 12-12-97) 

The Associated Press repotted in USA Today on December 12, 1997 that the FDA 
“found a promising new treatment for cancer and licensed it” to Neophaim Inc, an 
Illinois biotechnology compatty. The private firm will need FDA qrptoval to sell it 
Obviously, dte FDA has a cortflict of interest for this approval. The chief executive 
of Neophann, William Govier, said “his company tttay bve saved SlOO million in 
drug-development work by merely licensittg the FDA’s discovery.” 
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The FDA Reform Bill passed by Congress includes requirements to speed the 
review of new vaccines and drugs and to reauthorize the Prescription Drug User Fee 
Act. To accomplish this, the FDA will tap “user fees” that are charges to companies 
that submit products for FDA review and approval. 

However, the FDA uses about $ 10 million a year (USA Today article) in industry 
fees to fimd their research labs. The biotechnology industry protested the new drug 
discovered by the FDA. “It should stick to regulation and leave discovery to 
industry.” 

The taxpayer has essentially funded a private company’s Research and 
Development. That company will have saved over $100 million. The taxpayer 
should be compensated and the FDA should deal only with regulation and not 
discovery. There are many other Federal research labs that are in the business of 
discovery. 


The Dietary Supplement Health and Education Act of 1994 

Having helped to write some of the key language for the Dietary Supplement 
Health and Education Act of 1994 with Senators Hatkin and Hatch, 1 was very 
disappointed in the proposed statements of the President’s Commission on Dietary 
Supplement Labels. The Commission issued a draft report for public comment 
before it made its final recommendations to the President, Congress, and the FDA. 

The report was a disaster. It completely ignored the subject Congress created the 
Commission to address: namely, “how best to provide truthful and non-misleading 
information to consumers so that such consumers may make informed health care 
choices.” Instead, the Commission simply placed its stamp of approval on the FDA’s 
current prior restraint on all health claims, except those pre-approved and 
recommended die adoption of safety, reporting, and OTC botanical regulations that 
are beyond the scope of its delegated authority. The tragedy is compounded by die 
fact that the Commission’s recommendations are lequir^ by law, to be published by 
FDA as proposed rules, making it possible diat the agency will adopt one or more of 
the suggestions. 

Government Inteiference With Choice of Treatment by Informed Patients 

I have been called upon many times by patient advocates to determine whether the 
treatment outcome desired by die patient’s guardians or patient will equal or be better 
dian the outcome of existing conventional treatment Often times, these patients or 
their guardians find themselves entangled with legal issues because the physician 
wants to impose the conventional treatment indicating “it will save the patient’s life,” 
or “it will cure you.” Or, the patient has received all conventional treatment without 
success and then wants to try an Investigation New Drug approved by the FDA for 
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research purposes. The patient attempts to obtain this drug but finds himself or 
herself ineligible according to the strict research criteria. 

In these instances, when a patient has an unwanted treatment imposed upon him 
or her by a governmental agency, or when he or she desires an Investigational New 
Drug, I review the medical records to make a determination of the various effective 
treatment options, and whether any one option is superior to another, and 
importantly, whether a particular treatment option will increase life span. Remember 
that a critical measurement in cancer care is whefiier a specific treatment will 
increase the life span of the patient. Examples: 

You have already heard the eloquent and heart wrenching story of Zachary 
McConnell by Jonafiian Emord, Esq. Zachary, age S, had a rare brain tumor 
and was ertrolled in a FDA approved Investigational New Drug protocol. 

While imder this treatment the FDA decided to stop the protocol. His parents 
fought this decision legally. 

An eleven year old girl, EU, diagnosed with non-metastatic high-grade 
osteosarcoma of the left distal femur was treated with three cycles of 
appropriate chemofiierapy widi adequate doses for osteosarcoma. Her mother, 
with whom I spoke, wanted no firrther chemotherapy and wanted her daughter 
to proceed to surgery. Her physicians wanted her to have several more months 
of chemotherapy before the surgery. After reviewing all the data, including 
the patient's records and imaging scans, I was convinced fixmi die published 
medical journal articles that the patient should proceed with surgery because 
no benefit in lifespan or local control is achieved when more dian Aree cycles 
of chemotherapy is administered before surgery. Any delay in surgery brought 
a higher risk for distant metastasis. The Judge in the case overturned the court 
order requiring the patient to have more chemotherapy. 

TRUE FDA REFORM SHOULD INCLUDE 

• Easier Access to Drugs for termirtally ill patients and once a patient is enrolled in 
an FDA approved protocol, never stop that treatment 

• Allow pkysicUms to have access to "off label" iitformation. 

• Assign New Time Limit for FDA Review of Applications, and limit FDA review of 
a new drug to 60 days if that drug has prior approval in United Kingdom or 
European Medicines Evaluation Agency. 

• Discontinue FDA 's Discovery Research, and Recover for the American taxpayer 
the $100 million saved by Neopharm, Inc., and other monies possibly gleaned in a 
similar ftshion by odier companies. 

« In the short term, hire additional suff to clear the backlog of products that await 
approval. 

• Rescind FDA 's regulatory authority within a single state. 


6 



149 


• Answers to the Following: 

1) How many applications per year are submitted for protocol approval 
(Investigational New Drug, New Drug Api^oval, etc)? 

2) How many of these are approved and in what period of time? 

3) How many potential applicants stop the process after attempting to complete 
the paperwork for the application. 

4) How many applications are submitted by “professional” application writers - 
attorneys, past FDA people, etc. 

5) To how many potential applicants does the hiring of these "professionals" 
present an impediment? 

6) What is the average cost of getting an application ready for submission to 
FDA? 

7) What is the average length of time needed to complete an application by the 
applicant? 

8) How efifective is the FDA at helping potential applicants to complete the 
application if an applicant requests help from the FDA? 

9) How many patients request from the FDA an “off-label use’’ treatment or one 
that has an IND for which they may not be eligible? 

10) How many of those patients receive such treatment? 

• Informed Consent could be a very powerful tool for the patient. If the concept of 
Informed Consent was truly enforced and fully explained, patients would then 
understand the limi tations of many treatments. 

• Misinformation is sometimes given to patients. A glaring example is found in a 
Sunday front page New York Times article on October 26, 1997 entitled ‘Vitamin 
Mania, Millions Take a Gamble on Health.’ Larry Norton, M.D., a staff person 
from Memorial Sloan Kettering, a highly regarded institution, was interviewed 
and stated; 

“Research at his institution showed diat large doses of vitamin C could blunt 
the beneficial effects of chemotherapy for ^east cancer. The research showed 
that breast cancer cells had large numbers of receptors, or docking places, for 
vitamin C, suggesting that the vitamin acted like a tonic for cancer cells. 

And a recent experiment showed that free radicals, chemicals that damage 
cells in ways that may lead to cancer, ate also necessary for some of the 
mechanism that stop cancer once it gets going. So a substance like vitamin C, 
in large doses, could have unpredictable effects. It is also known that folic 
acid can negate the effects of methotrexate, a drug used to treat cancer.’’ 

This “information’’ is absolutely incorrect. Over 200 peer-reviewed scientific articles 
have been published in medical journals in the 1970s, 1980s, and 1990s. Summarized 
in books and medical journals, die correct information shows that nutritional 
modification, including the use of certain nutrients, and proper lifestyle can 
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dramatically decrease the morbidity and side effects of chemotherapy and radiation 
therapy as well as increase response rates. There have even been some reports that 
nutritional and lifestyle modification actually increase survival. 


Simone, CB. Cancer and Nutrition (1992 revised Avery Publisher). 

Simone, CB. Breast Health (1994 Aveiy Publisher) 

Simone CB, Simone NL, Simone CB II. Oncology care augmented with 
nutritional and lifestyle modification. J Ortho Mol Med. 1997; 

12(4): 197-206. 

Simone CB, Simone NL, Simone CB Q. Folic acid does not interfere with 
methotrexate. /.rmcer. 1997; 350:1556. 

Simone CB, Simone NL, Simone CB n. Lifestyle modification in oncology 
care. In: Prasad, KN ed. Cancer and Nutrition. 1997. Amsterdam, 
Netherlands, lOS Press. 

Simone CB. Nutritional and Lifestyle Modification in Oncology Care. In: 
Torosian M. Integrated Cancer Management: Surgery, Medical 
Oncology, and Radiation Oncology. 1998. Marcel Dekkar, New York. 
(University of Pennsylvania) 


Summary 

The patient’s well being must come first in all instances. Patients need to have 
access to treatments and information diat potentially may benefit them. The FDA 
should serve the public and not be an obstruction. 


Charles B. Simone, M.D. 
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Mr. Burton. Thank you, Doctor. Dr. Moss. If you could hold the 
microphone as closely as possible, it would be helpful. 

STATEMENT OF RALPH W. MOSS, Ph.D., JOURNALIST 

Dr. Moss. My name is Ralph Moss. I want to thank you, Mr. 
Chairman, and members of the committee, for allowing me to 
speak here today. 

Mr. Chairman, Congress was deceived when the war on cancer 
was lavmched in 1971. Experts swore under oath that they would 
deliver a cure for cancer in time for the Bicentennial. Well, that’s 
ancient history, but Congress continues to be fooled by a new gen- 
eration of “experts” who testify that the war on cancer is being 
won, and that all we need to do is to trust them to conquer this 
terrible disease. 

Recently, Richard Klausner, M.D., the Director of the National 
Cancer Institute, appeared before this Congress and claimed that 
we have tmmed the comer in the fight against cancer. He promised 
advances in genetics were ushering in a golden age of research. 
However, I believe that the rosy picture he paints is misleading, 
and I think that the statistics that Dr. Simone has shown you 
prove that. 

There are many, many things that are wrong with the war on 
cancer. I have submitted nine pages of single-spaced testimony, 
and I’m just going to touch very briefly on some of the areas that 
I cover in that testimony. 

For one thing, we know that about half of all cancers are still in- 
curable by conventional methods, and the best that conventional 
medicine has to offer in those cases is palliation. So what are pa- 
tients supposed to do? 

The National Cancer Institute and the Food and Drug Adminis- 
tration — ^in fact, a whole industry — ^tries to get patients to enroll in 
clinical trials of chemotherapeutic agents, but we know from stud- 
ies that there’s very little chance of therapeutic benefit to patients 
in such trials. Stumes in both the United States and Japan have 
shown that only about 1 percent of patients in Phase One clinical 
trials have a complete response to the treatment, and only about 
5 percent have any rei^nse at all. You may think, “Well, 5 per- 
cent, that’s not so bad,’^ but a response is simply a shrinkage of a 
tumor for 1 month or more; a complete response is a complete 
shrinkage for 1 month or more. So you cannot correlate a complete 
response of cancer with a cure or significant increase in life. This 
is a kind of sleight of hand that’s practiced all the time in the field 
of oncology. The doctor says “response” or “remission,” and the pa- 
tient hears the word “cure” in their head and thinks that thej^re 
going to get some extension of life. 

In addition, there is great danger for patients in some of these 
clinical trials. There’s one clinical trial I know of in which 42 per- 
cent of the participants were killed by the treatment itself, and this 
went vumoticed by the media or in public debate. 

Another regimen called ICE, 13 patients, 8 percent of the total, 
died as a consequence of the treatment, so-called “treatment 
deaths.” The scientists in charge had the nerve to conclude that 
this regimen was “weU-tolerated with acceptable side effects and 
predictable organ toxicity.” Acceptable to whom? Not to the pa- 
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tients who died after contract^ raging bacterial infections, cap- 
illary leak syndrome, bleeding inside the brain, or irreversible kid- 
ney failure. 

So we need alternatives, and there are alternatives. There are 
over 100, possibly 200, different treatments with some substan- 
tiation in the medical literature. On a recent trip to Germany, I 
was astonished to see the scope and freedom with which many pro- 
gressive oncologists there treat cancer. They use a combination of 
the conventional approaches with such things as tumor vaccines; 
mistletoe therapy; local, regional, and whole-body hypothermia; 
thymus and other organ ertracts; fever therapy; orthomolecular 
and antioxidant therapy; psychoneuroinummology, and many, 
many other things. And their government not only allows such ap- 
proaches, but encourages and pays for them as well. 

We have a fiasco going on in this coimtry, and that is the Na- 
tioned Cancer Institute, ^e National Cancer Institute does some 
good things, of course, but also is in charge of disseminating infor- 
mation to the public on the nature of these nontoxic alternative 
treatments, and they issue statements on each of these treatments, 
and the statements are filled with error. They have not been peer- 
reviewed, and we don’t know who has written these and we don’t 
know what process they were created under. I served on the Advi- 
sory Council to the Office of Alternative Medicine, and at that time 
the OAM tried to find out simplv who writes these things and 
what’s the process by which they’re vetted and made to be sure 
that these are accurate, and we never could find out. 

And these statements, Mr. Chairman, must be immediately with- 
drawn, and new statements should be drawn up that are factual 
and unbiased. There is a good model for this: the University of 
Texas School of Public Health has posted such statements, excel- 
lent statements, on the Internet, which could be used. 

But my big request to you, Mr. Chairman, and to the Congress 
and to the committee, is that you will focus your attention on some- 
thing that h^pened last August, and it happened at the NIH, and 
was called POMES, P-O-M-E-S, which stands for the Practice Out- 
comes Monitoring and Evaluation Systems. This was a meeting of 
over 100 leaders of the cancer field, and there were heads of com- 
prehensive cancer centers there and chairmen of departments at 
Memorial Sloan-Kettering, and the head of the American Health 
Foundation. I was proud and honored to be, myself, included in 
that group of 100. The National Cancer Institute paid for this 
meeting, and some of their representatives were there, although 
sadly. Dr. Klausner did not see fit to come. 

And after days of heated debate, we arrived at guidelines by 
which alternative or complementary cancer treatments could be 
evaluated. People from orthodox medicine, people from nonconven- 
tional medicine were there, and it was, believe me, very heated. We 
needed mediators to come in and solve some of our problems, but 
we did hammer out certain guidelines, including an oversight board 
that could oversee the way in which these clinical trieds of nontoxic 
treatments would be conducted. 

This POMES process is being blocked by the National Cancer In- 
stitute. It’s being bureaucratic^ly stopped, and now we have gone 
through 6 more months, and we’ve seen another 270,000 people die 



153 


in this country from cancer, while they sit on their hands and 
refuse to do anything. 

So I know that Dr. Klausner makes a nice presentation, and he 
came here and he asked for $2.2 billion, and Vice President ^re 
has said that he wants to increase the funding to $4.7 billion by 
the year 2003 simply for cancer research at the National Cancer 
Institute. 

We, as citizens, have no power to make the FDA or the National 
Cancer Institute do anything; the power is with you, our elected 
representatives. My request, my urgent request, to you is that you 
block the appropriations to tiie National Cancer Institute until mey 
agree to implement the POMES process. All we want is to have 
fair, impartial, unbiased evaluations done through the rigorous sci- 
entific method of the alternative treatments, and that will solve the 

S roblems that Mr. Waxman alluded to and that the other people 
ave alluded to. 

We want science, but we want the science to be applied to, and 
appropriately applied to, the methods that show the gi^test prom- 
ise for conquen^ cancer, which are, in fact, the alternative and 
nontoxic treatments. Thank you. 

[The prepared statement of Dr. Moss follows:] 
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Ralph W. Mou, Congresaonil Testimony 2/4/98 

TESTIMONY TO THE HOUSE COMMITTEE ON 
GOVERNMENT REFORM AND OVERSKHTT 
DAN BURTON (R-IN), CHAIRMAN 
By Ralph W. Moss, Ph D. 

2/4/98 

Mr. Chairman and Members of the Committee, 

Congress was deceived when the war on cancer was launched in 1971. Experts swore under oath 
that they would deliver a cure for cancer in time for the Bicentennial (1976). That is ancient 
history. But Congress continues to be fooled by a new generation of “experts” who testify that the 
war on cancer is being won, and that all we need to do is trust them to conquer this terrible 
disease. 

Recently, Dr. Richard Klausner, M.D., director of the National Cancer Institute (NCI), appeared 
before this Congress and claimed that we have turned the comer in the fight against cancer. He 
promised that advances in genetics were ushering in a golden age of research. However, I believe 
that the rosy picture he paints is misleading. 

Back in 1962, 278,000 Americans died of cancer. 

Last year, cancer deaths were over 560,000, double the figure of 35 years ago. Certainly, part of 
this increase is due to the growth and aging of the population. But even when one adjusts for 
these fimtora, the overall U.S. mortality rate fi'om cancer increased over 10 percent firom 1950 to 
1991 . And the incidence rate during that time increased nearly 50 percent. 

There has been a leveling offin recent years. But we have still witnessed a tremendous worsening 
of the cancer situation throughout this century. In particular, the rates of hmg cancer have risen 
astronomically, more than 500 percent aimng women. Thee has been a tripling in the iiKidence 
of mdanoma, and neatly a doubling of cases of prostate cancer and nuhiple mydoma. 1 

BREAST CANCER STATISTICS 

Many of us are understandably alarmed at the prevalence of breast cancer in Americs today. 

When Pres. Nixon launched the war on cancer in 1971, a woman’s liietiine risk fi>r contracting 
breast cancer was one in fourteen. Today, it is one in eight. Between 1973 and 1992, the 
incidence of breast cancer rapidly increaaed by 34 percent, and among black women I 7 47 
percent. And the chances of being cured have not improved very much. Since 1960, neatly one 
million American women have died of breast cancer. Dr. Klausner has made much of the recent 
leveling off or even downturns in some of the cancer statistics. These are encouraging. 

However, a ahght downturn in mortality does not make up for millions of persottal tragedies. 
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WHEN THE DIAGNOSIS IS CANCER 

Let us consider what happens to a person who is diagnosed with cancer. 

First of all, there are the so-called “proven” methods, surgery, radiation therapy and 
chemotherapy. Sometimes these are brutal methods, that involve the loss or damage of body parts 
and functions. Surgeiy is an ancient approach, known to the Egyptians, Gredcs and Romans. It is 
a sad commentary that this is still the mainstay of therapy. New ideas are urgently needed in the 
treatment of even so-called “curable” cancers. 

But what about those patients whose tumors are inoperable or widespread at the time they are 
discovered? Similarly, what about the patients whose tumors have returned after being 
“successfully” treated with “curative” therapies? 

Such cancers are, by and large, incurable with today’s conventional methods. The best that 
conventional medicine has to offer is palliation. And despite the war on cancer about half of all 
cancer patients will eventually fiitd themselves in this deplorable position. 

What are they supposed to do? 

THE PITFALLS OF CLINICAL TRIALS 

If you read the statements of the NCI, they urgently appeal to cancer patients to join their clinical 
trials. This message is picked up and ampl^ed by all the beneSdaiies of the war on cancer. You 
can even see it on billboards in airports. A “clinical ttiaT* is made to souttd very attractive to 
cancer patients. However, as the Resident’s Commission for the Study of Ethical Problems in 
Medicine stated (in 1983), “Patients who are asked to participate in tests of new anticanccr 
drugs” should “not be misled about the likelihood (or remoteness) of any therapeutic benefit they 
might derive.” 

In fisct, there is little chance of therapeutic benefit to patients in such trials. Studies in both the 
United States and Japan have shown that only about one percent of patiems in Phase I clinical 
trials have a complete response to the treatment, and only about S petceitt have any response at 
aU. 

You may think that five percent is not bad odds when you are in a desperate situation. But here 
you have to understand some of the peculiar terminology of the field. For a “response” is not a 
“cure.” Far fi’om it. The FDA defines a response as the shrinkage of SO percent or more of the 
measurable tumors for a period of one month or mote. 

It is a change in size of a mass. This might be important, ifthe tumor is painiully pressing on a 
nerve or another vital structure. But usually such shrinkages are absolutely meatungless to the 
patient. It is essentially a numbers game played among oncologists - who can shrink tumors the 
most. In the m^ority of cases, these temporary shrinkages do not correlate with an increase in 
median overall survival, which is the most meaiungfiil measurement of patiart benefit in such 



156 


trials. 

Sometimes, in fact, a high response rate actually correlates with a lower period of survival. It may 
do more harm than good. 

“TREATMENT DEATHS” 

I want to call your attention to the &ct that these trials can be very dangerous for patients. The 
drugs approved by the FDA for treating cancer are all toxic. Some of them have astonishing 
toxicity, especially when given in combination. In one clinical trial of drugs on patients with the 
leukemia-like myelodysplastic syndrome, 42 percent of participants were killed by the treatment 
itself 

In another study, of a three-drug regimen called “ICE,” 13 patients (8 percent of the total) died as 
a consequence of the treatment itself so-called “treatment deaths ” But the scientists in charge 
had the nerve to conclude that this regimen was "well tolerated, with acceptable... side effects and 
predictable organ toxicity.” 

Acceptable to whom? Not the patients who died after contracting raging bacterial infections, 
capillary leak syndrome, bleeding inside the brain, and irreversible kidiwy fiulure - all caused by 
these drugs. And certainly not their families. 

This is the “sdentific” approach of the NCI. Not surprisingly, there is trentendous resistance 
among patients and doctors to such trials. Only three to five percerrt of cancer patients go into 
them. Many oncologists watrt nothing to do with them. In facf just 10 percent of all oncologists 
enroll 80 percem of the patients in clinical trials.4 In New York, oncologists have given their 
patients small doses of standard chemotherapy to make them ineUgible for useless clinical trials. 

LOOKING FOR ALTERNATIVES 

Drugs that don’t work, clinical trials that measure meaningless shrinkages, doctors who think that 
horrible side effects are perfectly acceptable . .no wonder cancer patients today are desperately 
looking for alternatives. They are exploring the realm of unapproved, complementary, non-toxic 
treatments in record numbers 

You can be sure that one of the reasons the NCI and FDA so hate these ahcrnative treatments is 
that they siphon away “adventurous” patients who might otherwise go into clinical trials. 

Historically, all of the agencies involved in the war on cancer have lied about the nature of these 
ahetnatives. They have painted a distorted picture of them as quackery. They have pre-judged 
them, refusing to carry out the most basic tests that could evaluate their efficacy. Tests were only 
performed under duress (often because the Congress insisted) and these tests were at best 
iU-conceived and at worst marked by outright fiaud. 

Yet the history of medicine tells us that many treatments and techniques once considered 
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''alternative” or “fraudulent” later became an established part of the mainstream. Radiation and 
chemotherapy themselves started out on the fringe. Acupuncture was derided as 
“quackupuncture” for decades. But a recent Consensus Conference of the National Institutes of 
Health endorsed its use for such conditions as pain and nausea related to cancer. The Office of 
Alternative Medicine (0AM) was established by Congress at the National Institutes of Health 
precisely because of the historic fiulure of the NCI to fulfill its mission and examine all possible 
options in the fight against cancer. But little progress has been made because of the intransigent 
attitudes of the cancer establishment. 

Are there frauds among the alternatives? Certairdy. How can we separate the wheat from the 
chaff? We need good research, with open-minded attitudes and adequate funding, to carry out 
studies of these alternatives. The 0AM is ready to perform these studies. But the NCI stands in 
the way. Along with its police partner, the FDA, it is the great roadblock to the examination of 
promising new ways of treating cancer 

GREAT PROMISE 

Dr. Klausner is betting on the genetic revolution to produce a cure for cancer. Even some 
geneticists warn that cancer breakthroughs, if they do come from this field, may be decades away. 
I believe there is enormous potential in the various ahemative and complementary approaches to 
cancer. 

In my book. Cancer Therapy (1992), I discuss over 100 such methods. One could add another 
hunched or so of promise. These include vitamin and mineral regimens, herbal formulas, unusual 
drugs from land and sea, immunological techniques, electromagnetic treatments, and utilization of 
the mind-body connection. 

On a recent trip to Germany I was astonished to see the scope and freedom with which many 
progressive oncologists treat cancer. They use a combination of the conventional approaches with 
such things as tumor vaccines; mistletoe therapy; local, regional and whole-body hyperthermia; 
thymus and other organ extracts; fever therapy; orthomolecular and antioxidant therapies; 
psychoneuroimmunology, music and art therapy; sports and physical therapy; and many, many 
others. Their government not only allows such approaches, but encourage and pay for them as 
well. 

It is astonishing that the average American oncologist knows little or nothing about any of these 
approaches. The FDA has done everything in its power to block their development over here. The 
NCI has not seriously examined a single one of these. Our war on cancer has ^len woefully 
behind developments in other parts of the world, not just Germany but Japan, China, and many 
other countries as well 

The approach of the war on cancer has been relentlessly that of chemotherapy. Reliable estimates 
put the sales of cancer therapeutics at over $12.3 billion this year. 5 Most of that is controlled by 
American firms. And so it has been a big business success story, with double-digit growth rates 
every year for over a decade. But it has done little for the cancer patient 
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The FDA has approved approximately 40 drugs for the treatment of cancer. But it has never 
approved a non-toxic agent or one that was not patented by a m^or pharmaceutical company. 

The approved drugs are all toxic and many of them cause second cancers in those who are lucky 
enough to survive the treatment. And the NCI, FDA, and comprehensive cancer centers are tied 
by a thousand strings to the multi-billion dollar pharmaceutical industry. Recently, a top FDA 
oEBcial went to work for Elan Pharmaceuticals. But this is nothing new. Two past directors of the 
FDA became drug company officials, as did Dr. Klausner^ predecessor at the NCI. It is a 
time-honored tradition, the “revolving door ” 

Meanwhile, the FDA spends a good deal of its resources hunting down and harassing those who 
use innovative methods in treating cancer. 

They have carried out a vendetta against Dr. Stanislaw R Burzynski, MD, PhD, a Texas 
physician who has used non-toxic peptides in the treatment of brain cancer and other kinds of 
malignancy. They have repeatedly raided his clinic, seized his records, harassed his patients. In 
199S, they instigated charges that would have put him in federal prison for life. Luckily, the jury 
saw otherwise and Dr. Burzynski is a free man When I publicly objected to this harassment I 
myself was slapped with a subpoena for all my information regarding Dr. Burzynski. When I 
pointed out the illegality of this request, and indicated my willingness to fight the FDA, the 
subpoena was just as suddenly quashed by the U.S. Attorney. 

FDA has also impeded the work of Dr. Georg Springer of the Finch Medical School, who has 
developed a promising vaccine for breast cancer. It has hindered the work of Arnold Eggers, 
M.D., of Downstate Medical School, who has a promising treatment based on concepts first 
proposed by William B. Coley a century ago. And it has used its resources to attack the 
distributors of non-toxic medications. The most recent victim was a distributor of the non-toxic 
drug hydrazine sulfiite, who was raided by FDA enforcement agents on January 16, 1998. 

The approach of the NCI and FDA is overwhelmingly in support of toxic chemotherapy. They 
have abrogated their duties as the defenders and protectors of the cancer patients. Th^ fimction 
today on behalf of the industry they were supposed to challenge and oversee. They are the drug 
testing and law enforcement arms of a vast $100 billion a year business, the cancer industry. 

C I S. FIASCO 

The promotion of toxic treatments and the venomous hatred of alternatives is not restricted to 
court battles. Both FDA and NCI are active in the court of public opinion, trying to destroy 
confidence in any non-toxic or less-toxic treatment 

Their main vehicle in this regard is the Cancer Information Service of the NCI. Their reckless 
attacks on alternative and complementary treatments are disseminated at taxpayer’s expense via 
print, &X, and especially the Internet. 

Their statements are filled with prejudice, errors and innuendo. Each one contains an 
“advertisement’’ for NCI's clini^ trials. When I was an advisor to the Office of Ahemative 
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Medicine, I tried to find out exactly who wrote these erroneous statements and what sort of "'peer 
review*’ they possibly could have undergone before being released. I never could find out. It is 
clear that no bona fide experts were involved in their creation, and that the proponents of such 
methods were not consulted or even interviewed before these statements were drawn up and 
released. 

These harmfiil, hateful statements have become an integral part of the “war on cancer” which, 
quite fi'ankly, more often looks like a “war on alternative practitioners” than a war on any disease. 
Treatment approaches that threaten the hegemony of the drug industry are prone to vicious 
attack. 

The NCTs statements on alternative and complementary cancer treatments should be immediately 
withdrawn. New statements that are factual and unbiased, should be drawn up for release by the 
Cancer Information Service. 

The statements that have already been prepared by Dr. Mary Ann Richardson and her group at the 
University of Texas School of Public Health could provide a good starting point for these new 
statements. 

REFORM OF FDA 

In addition, the FDA should be reformed so that it no longer exerts a stranglehold on innovators 
in cancer treatment and diagnosis That is why I strongly support passage of the Access to 
Medical Treatment Act and urge you all to cosponsor this important legislation. 

The FDA does little to protect citizens from the ravages of chemotherapy, which is 
overwhelmingly given without any proof of patient benefit. In the past, FDA at least paid lip 
service to the idea that anticancer drugs should extend life or improve quality of life But in 1996, 
they caved in and agreed that new drugs could be approved based on partial remissions in clinical 
trials. Such partial remissions are nothing but the shrinkages of tumors. As we have shown, such 
temporary and partial shrinkages do not necessarily lead to improvements in survival or quality of 
life.6 

POMES 

Finally, Mr. Chairman and members of the committee, 1 have an urgent request. 

In August, 1997, the Office of Alternative Medicine (OAM) in conjunaion with the National 
Cancer Institute (NCI) convened a meeting in Bethesda, MD to consider how they could evaluate 
the practices of doctors who use unconventional methods to treat cancer. The name of this 
meeting was POMES, which stands for "Practice Outcomes Monitoring and Evaluation Systems.” 
Over 1 00 leaders of the cancer field attended, including not just alternative researchers and 
practitioners, but the director of the Comprehensive Canc^ Center of the University of 
Wisconsin, the president of the American Health Foundation, two department chairs fi^om 
Memorial Sloan-Kettering Cancer Center, representatives from major food companies, and many 
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others. 

There were great hopes for this meeting, since we were told that it was funded by Dr. Klausner’s 
office at the NCI. Perhaps this signaled a change in attitude at NCI, the change we have all been 
waiting for. But not only wu Dr. Klausner unable to attend, but his key deputy, Robert Wittes, 
M.D., Director of the Division of Cancer Treatment, Diagnosis and Centers, also failed to put in 
an anticipated appearance. The FDA and NCI scientists who did appear lacked decision-making 
power in this area. 

After several days of heated discussion, the participants finally hanunered out statements that 
could lay the basis for future evaluations of alternative cancer treatments. It felt like history in the 
making. These guidelines called for the creation of an Oversight Board, a body of experienced 
people who could guarantee a “levd playing field” in the evaluation of alternative practices. No 
longer would NCI have complete power to serve as lawyer, judge and jury in every case. 

Most of the participants left that meeting excited by the prospects before us. Then, silence. Since 
August, we have not received a single official communication regarding POMES. Has POMES 
died a natural death , or did someone kill it? 

I know for a &ct that the problem does not lie with the Office of Alternative Medicine, whose 
leaders remain enthusiastic about the prospect of ftirly evaluating such treatments. I can only 
conclude, therefore, that the roadblock is the top leadership of the NCI and possibly the NIH as 
weU. 

You have to ask yourself why these high-placed medical leaders so fear an impartial test of 
unconventional approaches to cancer? Why do they hate the idea of an impart Oversight Board, 
which could detect fraud or malfeasance on either side of the cancer controversy? 

Perhaps they are afraid of the competitive threat such non-toxic and less-toxic methods might 
pose to the cancer industry? Do they fear the ridicule of prqudiced colleagues? Or perhaps they 
fear the repercussions in Congress, if it turns out that an e^ctive treatment for cancer was 
overlooked - or even suppressed - by NCI and FDA? 

Mr Chairman, I urgently appeal to you to help revive POMES. 

I am sure you agree that patients and their caregivers need reliable information about the safety 
and potential effectiveness of ahemative and complementary cancer treatments. 

Many American citizens are impatient with the foot-dragging at NCI and the obstructionism of 
the FDA Yet we as individual citizens have no way to force these agencies and individuals to act 
properly or fairly. It is up to you, our elected representatives, to do that. There is no time to 
waste. Since August, another 270,000 Americans have died of cancer. Many of them were 
desperately seeking reliable scientific information on alternatives at the time they died. 

The Congress created the 0AM to bring about the fair evaluation of alternative methods. We 
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appreciate the fact that you have increased OAM’s funding to S20 million this year. It is a 
heartening vote of confidence in the future of this field And, in some respects, under the 
leadership of Wayne Jonas, M.D., it has done a brilliant job But OAM by itself does not have the 
political clout to force the testing of alternative cancer treatments. That is the main reason that 
OAM has not carried out a single evaluation of a controversial cancer treatment. It has not and it 
will not, because at every turn, the NCI has been there, insisting on a major role. It now turns out 
that the role NCI wanted was to block and obstruct such trials fi'om taking place. 


BLOCK NCI’S APPROPRIATIONS! 

Just one month ago, Dr. Klausner appeared before the Appropriations Committee and requested 
$2.2 billion for his agency for fiscal year 1998 This is an increase of $61 million over last year. I 
am here to ask you to do everything in your power to block that appropriation until NCI changes 
its attitude towards alternative and complementary treatments. As a first step they should actively 
implement the POMES process 

In his speech to Congress, Dr. Klausner stated that “there is no one intervention or even one type 
of intervention that will successfully conquer the many diseases we call cancer. Our approach 
must be open and broad-based.” 

Fine words! But it happens to be the exact opposite of the course that NCI is actually pursuing It 
is only an aroused Congress that can make Drs. Klausner and Wittes open the doors of NCI to 
alternative treatments. They must not be allowed to serve as a branch of the pharmaceutical 
industry, but must be convinced to test a wide variety of treatments, as they are currently 
practiced around the world. If these individuals will not comply, they should be replaced by 
open-minded scientists who will. 

Mr. Chairman, for the 1 .2 million Americans and the 9 million people worldwide who will develop 
cancer this year, such reforms cannot come a moment too soon. 


1 Ries, LAG, et al SEER cancer statistics review. 1973-1991, Tables and Graphs, Bethesda, 
NCI, 1994. 

2 J Clin Oncol 1996; 14:287. 

3 J Clin Oncol 1995;13:323 
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5 Frost & Sullivan, World cancer therapeutics markets [executive summary] Mountain View, 
CA: Frost & Sullivan, 1993. Cited in Moss, Questioning Chemotherapy, p 75 

6 Stout, H and McGinley L. Cancer drugs to get speedier FDA review. The Wall Street Journal, 
March 29, 1996. 
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Mr. Burton. I will tell you right now that we will talk to, and 
probably have before the committee, the people who are sitting on 
that proposal over at National Cancer Institute. 

Dr. Moss. Thank you. 

Mr. Burton. I’ve already instructed our staff to have them ap- 
pear before the committee, and we will, do that. I will ask them 
why they are sitting on their hands. 

Dr. Moss. Thank you very much. 

Mr. Burton. If they don’t give us a satisfactory answer. I’ll sic 
you on them. [Laughter.] 

I’m not being flippant. We will look into it. 

Mr. Eggers. 

STATEMENT OF ARNOLD E. EGGERS, M.D., CANCER 
RESEARCHER 

Dr. Eggers. Yes, thank you. I have worked for the past 25 years, 
with some interruptions, on a study of tumor immunology with a 
view to developing a vaccine treatment for cancer. I began this 
project as a medic^ student at Coliunbia University, took residency 
training at a New York Hospital, which is Cornell University, and 
then at the Hospital of the University of Pennsylvania, went to 
NIH in the National Cancer Institute for 3 years, came back to Co- 
lumbia to finish residency, and have worked as an attending, first 
at Columbia and now at SUNY-Health Science Center at Brooklyn. 

'The purpose of describing my training is to emphasize that I 
have good academic credentials and that this is my life work. It is 
a long-term commitment to one idea: reproducing the spontaneous 
remissions which are sometimes seen in cancer patients following 
bacterial infections. My vaccine is a kind of nontoxic immune stim- 
ulation, a kind of alternative medicine, if you like. 'The final version 
of the vaccine treatment has produced good results. 'There’s a CT 
scan of a response of a brain tumor patient included in the paper- 
work I submitted, which shows a brain cancer shrinking from a 
large ring-shaped lesion down to a small dot. 'Three out of four 
brain cancer patients who received the final version of the treat- 
ment went into remission. Out of 180 injections of this and pre- 
vious versions of the vaccine, there was only 1 patient with a side 
effect, 1 case of an allergic reaction, which was not fatal. 

Now the man on the street might say that this looks like a prom- 
ising, new treatment which should be supported by our Govern- 
ment in the war on cancer, but the man in the street does not 
know how the system works. Having already received approval 
from the FDA in 1989 to treat brain cancer patients, I applied in 
1994 for permission to treat other kinds of solid tumors as well, 
and was put on clinical hold. It is now almost 4 years later; the 
clinical hold is still in effect, and we are still dialoging. 

Most of this time has been spent discussing technical minutiae. 

Mr. Burton. Excuse me. I missed it — ^how long did you say. Doc- 
tor, that this has been going on? 

Dr. Eggers. Almost 4 years now, 4 years in April. 

Mr. Burton. And you’re dealing with 

Dr. Eggers. 'The FDA. 

Mr. Burton. 'The FDA 

Dr. Eggers. Yes. 
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Mr. Burton. Can you give this committee — I hate to interrupt 
you — can you give tlus committee the people that you have been 
contacting over there who have not been responding? We’d like to 
have that. 

Dr. Eggers. Yes, I can supply that. I will. 

Mr. Burton. Thank you. 

Dr. Eggers. The FDA inspected my records and issued a warn- 
ing letter which said, quote, “Deviations in the conduct of this 
study appear to be the result of your lack of understanding of the 
procedures and requirements that govern the use of investigational 
new drugs.” It is important to emphasize that their citations were, 
in general, appropriate and correct from their point of view. They 
found valid deviations from their rules. 

Just to give one example, they cited me for incorrect patient con- 
sent forms. It turns out there are 17 elements of informed consent 
which require one-and-a-half pages of small print just to list. My 
consent forms, although approved by the local hospital ethics com- 
mittee, were equivalent to a violation of statutory law. As you 
know, the FDA has sent at least 16 people to Federal penitentiary 
in the last 10 years for violations of their rules, which have the 

E ower of statutory law. I appealed to an ombudsperson at the FDA. 

he told me that if I wanted to have any hope of meeting regu- 
latory requirements, I needed to hire a professional FDA consult- 
ant, one of the people drug companies hire to interface with the 
FDA. This is way beyond my means financially. 

In all of this, no one has acted with malice. On one side, you 
have a university scientist approaching the regulatory process with 
good with, and on the other side, professional bureaucrats ap- 
proaching their jobs with good will. Yet, between us, we could not 
make the system work in 4 years. 

The man in the street might want to know what went wrong? 
But I think the problem lies with the system, and not with individ- 
ual bureaucrats, who are only doing their job, and in most cases 
doing it well. 

As everyone knows, the FDA was established in its current form 
by the Kefauver-Harris Drug Amendment in 1962, as a response to 
the thalidomide tragedy in Europe in which 2,000 to 3,000 mothers 
who took this particular sleeping pill gave birth to children with 
serious birth defects. An FDA employee, Frances Kelsey, became a 
national hero by blocking legal entry of the drug into the United 
States. It is important to note that the drug was a sleeping pill, 
and no one dies from insomnia. The mistake in thinking behind 
Kefauver-Harris is that it fails to distinguish between fatal and 
nonfatal diseases. In the case of nonfatal diseases like insomnia or 
acne, you want to protect people from unnecessary side effects. 
This was what thalidomide was all about. 

In the case of fatal diseases like cancer, the situation is more 
complicated. In deciding if Government regulation is worthwhile, 
you have to compare the number of people who die from toxic side 
effects of inadequately screened new medicines against the number 
of people who die waiting for the release of successful new medi- 
cines. The bureaucratic process saves on the one hsind by scream- 
ing for toxic, but takes lives on the other hand by delaying access 
to treatment. 



164 


Cancer kills 500,000 people a year in the United States. A 1-year 
bureaucratic delay in releasing a cure for cancer would necessarily 
kill 500,000 people. These are the people who would still be alive 
if the Government hadn’t blocked their access to treatment in their 
lifetime. 

These days, toxic side effects of drugs are quickly discovered and 
publicized or extremely rare, and it is inconceivable that 500,000 
people could be killed by a dangerous new treatment before the 
alarm was called. I believe this arithmetic or statistic argument 
shows the error of the current system, which guarantees that there 
will be a vast, unnecessary loss of life if ever cancer is cured. 

I had submitted suggestions about how to change the current 
system, which are actually veiy parallel to Congressman Bedell’s 
thoughts, and I fully support his ideas. 

Thank you. 

[The prepared statement of Dr. Eggers follows:] 
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Mr Chairman and Members of the Committee 

1 have worked for the past twenty-five years, with some interruptions, on a study of tumor 
immunology with a view to developing a vaccine treatment for cancer 

I began this project as a medical student at Columbia University, took residency training at 
New York Hospital, which is Cornell University, and at the Hospital of the University of 
Pennsylvania, went to NTH in the National Cancer insdtute for three years, came back to Columbia 
to finish residency, and have worked as an attending first at Columbia and now at SUNY-Health 
Science Center at Brooklyn 

The purpose of describing my training is to emphasize that 1 have good academic credentials 
and that this is my life's work. It is a long-term commitn^nt to one idea reproducing the spontaneous 
remissions which are sometimes seen in cancer patients following bacterial infections. My vaccine is 
a kind of non-toxic immune stimulation. The final version of the vaccine treatment produced the 
results which you see before you. Three out of four brain cancer patients who received the final 
version of the treatment went into remission. 

Out of 180 injections of this and previous versions of the vaccine there was only patient with 
aside-effect— one case of an allergic reaction which was not fatal Now the man in the street might 
say that this looks like a promising new treatment which should be supported by our government in 
the war on cancer, but the man in the street does not know how the system works. Having already 
received approval from the FDA in 1989 to treat brain cancer patients, I applied in 1994 for 
permission to treat other kinds of solid tumors as well and was put on clinical hold. It is now almost 
four years later, the clinical hold is still in eflfect, and we are still di^oguing. Most of this time has 
been spent discussing technical minutiae. The FDA inspected my records and issued a warning letter 
which said "deviations in the condua of this study appear to be the result of your lack of 
understanding of the procedures and requirements that govern the use of investigational new drugs." 

It is important to emphasize that their citations were in general appropriate and correct from 
their point of view. They found valid deviations from the rules. Just to give one example, they cited 
me for incorrea patient consent forms. It turns out there are seventeen elements of informed consent 
which require one and a half pages of small print just to list. My consent forms, although approved 
by the local hospital ethics committee, constituted a violation of statutory law As you know, the 
FDA has sent at least sixteen people to federal penitentiary in the last ten years for violations of their 
rules, which have the power of statutory law. I appealed to an ombudsperson at the FDA. She told 
me that if I wanted to have any hope of meeting regulatory requirements, I needed to hire a 
professional FDA consultant, one of the people drug companies hire to interfece with the FDA. This 
is way beyond my means financially. 

In all of this, no one has acted with malice. On one side you have a university scientist 
approaching the regulatory process with good wUl and on the other side professional bureaucrats 
approaching their jobs with goodwill. Yet between us we could not make the system work in four 
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ytazs. The man in the street might want to know what went wrong. I think the problem lies with the 
system and not with individual bureaucrats, who are only doing their job, and in most cases doing it 
well. 


As everyone knows, the FDA was established in its current form by the Ke&iver-Harris Drug 
Amendment in 1962 as a response to the thalidomide tragedy in Europe, in which 2000-3000 mothers 
who took this particular sleeping pill gave birth to children with serious birth defects. An FDA 
employee, Frances Kelsey, became a national hero by blocking legal entry of the drug into the US. 
It is important to note that the drug was a sleepiitg piU, and no one dies from insomnia. The mistake 
in thinking behind Kefauver-Harris is that it &i]s to distinguish between fatal and non-fatal diseases. 
In the case of non-&al diseases like insomnia or acne, you want to protect people from unnecessary 
side-effects. 

This was what thalidomide was about. In the case of fatal diseases like cancer, the situation 
is more complicated. In deciding if government regulation is worthwhile, you have to compare the 
number of people who die Grom toxic side-effects of inadequately-screened new medicines with the 
number of people who die waiting for the release of successfiil new medicines. The bureaucratic 
process saves lives on the one hand by screening for toxicity but takes lives on the other hand by 
delaying access to treatment 

Cancer kills 300,000 people a year in the U.S. A one-year bureaucratic delay in releasing a 
cure for cancer would necessarily kill 300,000 people. These are the people who would still be alive 
if the government hadn't blocked their access to treatment in their lifetime. These days, toxic side- 
efibcts of drugs are quickly discovered and publicized, or else extremely rare, and it is inconceivable 
that 300,000 people could be killed by a dangerous new treatment before the alarm was called.I 
believe this arithmetic or statistical argument shows the error of the current system, which guarantees 
that there will be a vast utmecessary loss of life if ever cancer is cured 
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The single arrows 
show the tumor itself, 
which collapses 
from a large 
irregularly-shaped 
ring into a small 
nubbin of residual scar 
tissue. The double arrows 
show a section of the skull, 
the post-operative "bone 
flap", which is elevated from 
a pressure effect before 
treatment but goes down 
flat after treatment. 
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Intralymphatic immunotherapy of glioblastoma 

Arnold E. Eooers. md: John I. Miller, md; Salvatore Sclafani. md 


Pacients with solid (ucnon haw been re- 
ported (o undergo remission with immuno- 
therapy. either alter treatment with autolo- 
gous tumor cell vaccine or after 
administration of lymphokines.' Another 
example of immune rejection of rumors 
tVcurs in renal transplant recipients bear- 
ing non-ma;or hisirvompatibility complex- 
matched tumors. Cessation of immunosup- 
pression leads to immune regression of the 
tumor in the majority of these patients.' In 
the case of eiiohlastoma. an extract of 
Sifrariu ma/fcuvHs was found to induce 
remis.'^ion in of 1*1 patients with recurrent 
tumors. This report describes a patient 
'•Mih recurrent glioblaMoma who under- 
Acni more or less complete remission t'l a 
(’rain tumor .liter immunothernpy: h^wi- 
eser. spinal cord metastasis descloped. 

CviE Repiirt 

A -h-sear-old man was admitted to Lnoer- 
'iiy Hospital of Brooklyn tor evaluation of 
recurrent el(oblu.s{onia. He had undergone 
undergone subtotal removal of a right tempo- 
ral lobe tumor four and a half months presi* 
inisly. Because of early recurrence at the end 
of radiotherapy (5.0UQ cOy). he underwent a 
second tubtoial removal tii days after the lirst 
operation. Pathologic Undingi confirmed the 
presence of recurrent glioblastoma. He was 
given an additional l.lMOcGy. and fourweeks 
after completion of the second course <>f 
radiotherapy or 139 days after the first opera- 
tion. he was staned on immunotherapy, at 
which time he had a second relapse confirmed 
bv' cfinicaf and computed tomographv iCTl 
criteria. 

Informed consent was obtained, and ail 
procedures were approved by the hcnpital's 
Insiiiutional Review Board. The patient re- 
ceived three treaimerits (dav^ 6. (4. and K: 
average dose of n.3 x lO" cells) of vaccine 
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prepand from auiologout lumor cells grown 
in tissue culture, inactivated with mitomycin, 
and linked sequeniiaUy lo a glycy|g|ycy1cy«a- 
mide spacer and the adjuvant muramyi dipep- 
lide. as according to the methods of Eggers ei 
at.' The vaccine was administered imraiym- 
phacically via donal pedal lymphatics, as de- 
scribed previously by Wiseman et al.* The 
patient's only other medkation was pheny- 
loin. He was not tm steroids. 

Within two weeks of sianint treatment, the 
pattern became more alert, and the bulging 
tree Nme plate covering his craniotomy site 
began lo recede into place. .A CT scan taken 
at nine weeks showed significant decrease in 
the iH the tumor; the ring-enhancing 
lesion having collapsed into a small nubbin ot 
residual conirast-enhancement at ihe sue ni' 
NurgK'al debulking tin the media) aspect of the 
middle hvssa ifig i|. A repeal vcan at 14 
weeks showed no change in this puiiern. with 
the patient remaining alert and interactive. 
No side eifecis ot* trcaiment were seen. 

During the course of immunotherapv. pro- 
gressive spinal cord compression developed. 
A magnetic resonance imaging! MR]) vcan of 
the spinal cord showed a veiy- faintly gadoiin- 
luffl'enhandng tumor extending from Cb to 
J2 (Fig li. Su^al e.tp)oraiion dtKlosed an 
intramedullary tumor with a la^ emphytic 
component, which was debulked; pathologic 
assessment revealed it to be glioblastoma. 
This w-as incerpreied as a metastasis, although 
a .second primary tumor could not )>e ruled 
out The patient succumbed to pulmonary 
complkatiofts of the progressively growing 
spinal cord tumor shortly after the I'd-week 
scan. 

Discission 

Immtinofherapv of gtioblaMorRa has been 
attempted pneviouslv' in numerous cases 
with limited success, as reviewed by Could- 
well <t al.* Bloom et al' described a random- 
ized controited study with irradiated auto- 
logous tumor ceils injeaed subcutaneous^, 
whkh led to negative results. There are 
apparently no reptms of glioblastoma re- 
gression induced by aCThe specitic immuni- 
zation. 

The approach to immunotherapy illus- 
trated in this case report is based on w-ork 


in a munne fibrosarcoma model, in which 
animals were immunized against syngeneic 
tumor cells linlced covalently through a 
spacer molecule to the adjuvant muramyi 
dipeptide, a simplified form of the mon^ 
mer of the mycobacterial ceil wail.* Cito- 
toxic lympho^es were detected with a 
short-term, chromium release assav. and 
the growth of small tumors could be slowed 
or reversed with immunotherapy. Prelimi- 
nary data from human glioblastoma pa- 
tients innoculated vuhcutaneously with a 
similar vaccine have demonstrated the abil- 
ity to immunize patients against tumor- 
associated antigens, as detected with j 
shon-term. chromium-release assav per- 
formed vvnh peripheral blood Ivmphocvtes 
and jurologous tumor ceil tarseis. but no 
definite therapeutic effect.' Cyioio.vic lym- 
phocvies appear to have T-cel) markers 
and require major hisiocomputibiliiv com- 
ple.x (MHC) matching at the sensitization 
hut not effector stage of immunity. The 
presence of T<ell markers does not prove 
(haf cytuiysis occurs via the T-ceif receptor. 
This kind of adjuvant-induced immuniiv 
resembles the MHC-unrestricted “promis- 
cuous' killing by T cells described ^ other 
workers." No tcoucitiet have been associ- 
ated with treatment except occasional urti- 
caria around the injection site, which has 
been treated luccesshilly with diphenhydra- 
mine. The putative advantage of intralym- 
phaiic versus subcutaneous adminisiraiion 
of vaccine is probably a Jose effect because 
injection into dorsal pedal lymphatics Ji- 
realy accesses the largest hmph node chain 
in the body. Intralymphatic injection of 
tumor vaccirte has been reported to induce 
occasional remission of solid tumors out- 
side of the central nenous system.' 

An important issue in this case is whether 
the observed partial regression lie. the 
regression of the brain tumor onlyi can be 
e.xplained as a delayed effect of radioiher- 
apy of the brain. Craeb et al'" reported that 
three out of 47 glioma patients undergoing 
radiotherapy experienced transient CT 
worsening on CT scan followed by gradual 
improvement occurring over a period of 
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FIGURE 1 CT scans of Oram lumor S«er<ons of scan tjKen tou> ’■«««ks aner comotaMn of socono 
<mmurotnerapy lA.C.E). Corrosooncmg sec'iors of scan rai<«n nme .v««hs laiar (8.0.^ 


•itficn fo iiS monIh^, The. k'lnJ 
radiation effect cannot ^e fulod oui in thii 
case, but it seems unlikely K'C.iii>v oi 
surgical ducumentaiion iil'earls lumor re- 
currence, is'hich implied radiore.sManvc. 
and necjusc oi' ihe rapidity oi' clinical 
imprusemeni alter (he iniiuiion of immu- 
notherapy. On ihe Dihvr hand, it cannoi he 
stated on the basis of one case that this it 
an efficacious treaimeni tor glioblastoma, 
and further studies are warranted belore 
any claims can be made in this regard. 

An hypothetical alternatite c.vpianation 
tor the mixed clinical response in this case 
may relate to the concept ol "immunologic 
privilege, " The central nersous system is 
said to be an "immunuJocically prodeged 
site. " a place where eratl or tumor reiec- 
lion is impeded, where lymphatic drainjce 
is poor, and where lymphocytes do not 
normally circulate.’"' Lymp/wte access 
is ihouehi to be regulated by the blood- 
brain barrier, which is maintained by' tighi 
junctions between endothelial ceils, as well 
as by sptfciaf physiologic prapertie.s of' the 
endothelial cells and surrounding pericytes 
and astrocytic end-i'eei.'-’’ In this patient, 
the primary tumor, which shwed marked 
contrast enhancement iin neuroimaeine. 
signiryint breakdown ol ihe blood-brain 
barrier, regressed simultaneously with 
growth ol' a spinal cord metastasis, which 


returned jn mi act hhKK/hf.iin hcifncr. One 
Cun htpnihesizc that breakdown ot ihe 
hlivid-brain barrier on neuroimaging corre- 
l.iic' wuh iniprmeo Kmpnivtie access, 
although the latter may reouire more than 
ju>l opening ol tight junctions Why endo- 
thelial cells in diifcreni parts ol the central 
nervous system should have reacted dilfer- 
ently to the same tumor is unknown. The 
alternative explanation that the spinal tu- 
mor was a second primary with ditferent 
lumor-speciiic antigens ihai were not ex- 
pressed on vaccine cells prepared frvMn the 
first tumor is unlikely because immunity m 
this system has been 'hivwn to have little 
sprciiiciiy. at least as measured by in vitro 
xssays.* 

.Another noiewoahy lealure ol this case 
w as the spinal cord lesion. Ginically appar- 
ent spinal cord metastasis is a rare compli- 
cation ol gfioblasioma'* — tumor spread via 
cerebrospinal riuid being more characteris- 
tic ol medulloblastoma and pinealoma.'- 
Climcaf spinal cord involvement has been 
reported in lour out oc tl5 patients with 
intracranial glioblastoma, all oi these cases 
having involved a primary tumor in the 
posterior tossa. ^ However, it can be ar- 
gued that this patient viuilived the natural 
history Ol his disease and that if immunu- 
therapy' had not been eiTectne against the 



of raoicinerapv it 000 cGvi. st "^c nme of stanin; 


primary (onior the spiniii cord lesion would 
not have hod lime lo develop 
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Mr. Burton. Thank you very much, Doctor. And I apologize to 
Dr. Simone and you, Doctor, because they’ve got “Mr.” up there, 
and I don’t know how that happened. We’ll have to shoot somebody 
on the staff. [Laughter.] 

Are you a doctor or are you not a doctor, Mr. Moore? 

Mr. Moore. No, health policy is my field. 

Mr. Burton. OK. Well, then I have you correct. Mr. Moore, 
you’re recognized. 

STATEMENT OF THOMAS J. MOORE, SENIOR FELLOW, HEALTH 
POLICY INSTITUTE, GEORGE WASHINGTON UNIVERSITY 

Mr. Moore. Mr. Chairman, the basic issue today is whether con- 
siuners, especially those with serious or life-threatening illnesses, 
ought to have the right to any drug or alternative medicine, even 
though that drug had not been proven safe and effective, and had 
been approved by the Food and Drug Administration. 

I’d like to tell you a story of what might happen if that should 
be the case. In tWs age of media hype, it’s quite plausible that lit- 
erally millions of Americans could be persuaded to take a pill every 
day that they hoped would prevent cancer, especially if it included 
a natural substance or a vitamin. Suppose that long after millions 
of people were popping this cancer-prevention pill the proper, ex- 
tensive, expensive, randomized clinical trials were finally con- 
ducted to see if the hoped-for benefits in fact existed. Now suppose 
that those clinical trials showed that these anti-cancer pills either 
didn’t work at all or they actually caused lung cancer. Millions of 
Americans would be spending their hard-earned money on a rem- 
edy that at best was ineffective and at worst might give them can- 
cer. 

Am I telling you a fanciful, alarmist story? This is a true story. 
The natural chemical was the beta carotene supplement, and like 
so many new ideas, it sounded promising, but proved to be worth- 
less or harmful when actually tested. 

We have dreamed of having powerful medicines since the dawn 
of human history. But the sad history teaches us that, for most of 
the last 7,000 years, most of the drugs were hazardous, poisonous, 
or at best, merely unpleasant. Real progress began only when we 
began to use randomized clinical trials to separate the beneficial 
drugs from those that were ineffective and harmful. Our current 
regulatory scheme, our current law, and the FDA are built on that 
vital principle. 

This morning you have heard some dramatic stories from individ- 
ueds who believe they were greatly helped, perhaps even saved, by 
a treatment that is not available in the United States. The ques- 
tion is, therefore, should Americans have access to a medical treat- 
ment if there are individuals who can personally testify that it is 
valuable? 

The most simple test case might be a remedy for obesity. Here 
seems to be a treatment that every consumer can judge. You either 
lose weight or you don’t. Suppose that for our test case the FDA 
had approved these drugs. ^ they had been subject to at least 
modest levels of safety testing. Should not then the consumer, rath- 
er than Government regulators or health authorities, be the judge 
of tMs treatment? You all ought to know the answer to this ques- 
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tion because this episode also happened. It is popularly called the 
fen-phen debacle, and the result may turn out to be one of the 
greatest drug disasters our Nation has ever experienced. 

Last September, the diet drugs Pondimin and Redux were hastily 
withdrawn eifter the FDA received evidence that an astonishing 31 
percent of the people tested showed some evidence of damage to 
their heart valves. Did the consumers notice? Could they judge for 
themselves? They could not. Until it became very severe, the heart 
damage had no symptoms. Did their doctors notice? They did not. 
Pondimin was on the market for more than 20 years before two 
alert medical workers in North Dakota spotted something sus- 
picious. 

What is the lesson, what is the first lesson of this drug debacle? 
It not only takes systematic, scientific testing, but continuing sur- 
veillance to discover serious adverse effects that may already, as 
we speak, he harming millions of people. This is exactly why soci- 
ety and this Congress has erected the safeguards that are now 
being examined in this hearing. 

Another aspect of this issue is much more difficult. Should people 
with an advanced cancer or Parkinson’s disease have the right to 
any treatment they choose? Some of these people might not live 
long enough for the kind of drug testing that I believe is so impor- 
tant to protecting the public. Should not they be entitled to take 
any risks they choose? On the surface, I believe the case for indi- 
vidual liberty seems compelling. However, another example will il- 
lustrate the dark problems underljdng this seemingly straight- 
forward idea. 

Suppose you are dying of cancer, and I offer you this ghoulish 
shell game. In one of my hands, I have hidden a treatment that 
might save your life. In the other hand is a quack treatment that’s 
probably going to make you so sick you can’t get out of bed; it will 
actually shorten your remaining days of life. And I’m giving you a 
free choice here; pick which hwd you want; go ahead. Pick. Do 
some research. Check me out and see which hand you would like 
to choose. This is not a meaningful choice. Without extensive drug 
testing, we just can’t tell which hand holds the dangerous poison 
and whi:h conceals the life-saving drug. 

I want people to have choices, too, but they should be real choices 
involving scientific data about how much harm and how much good 
various treatment alternatives can be expected to achieve. We real- 
ly have only one solution to the problem that is of concern to people 
who have testified today. We need policies that will promote and 
pay for more drug testing, not new loopholes that would endanger 
the safety of millions of people. I agree with the testimony that 
there are important alternative therapies that are falling through 
the cracks of our system as we have designed it today, but I don’t 
think the answer is to repeal the safeguards that are so important 
to public health. 

[The prepared statement of Mr. Moore follows:] 



173 


Prepared Statement of Thomas J. Moore 


2 


Mr. Chairman, members of the committee. 

The key issue today is an important one. Should consumers, especially those with a 
serious or life threatening illness, have the right to any drug or alternative medicine even though 
it has not been proven safe and effective and approved by the Food and Drug Administration? 

Let me tell a story of what could happen if that were the case. In this age of media hype, it 
is plausible that literally millions of Americans could be persuaded to take a pill every day that 
they hoped would prevent cancer-especially if it included some natural ingredient or a vitamin. 

Suppose that long after millions of people were popping this cancer prevention pill, 
proper, expensive randomized clinical trials were finally conducted to see if the hoped for benefits 
in fact existed. 

Now suppose that those clinical trials-the only real scientific evidence we have whether 
drugs work or not-showed that these anti-cancer pills either didn't work at alJ-or actually caused 
lung cancer. Millions of Americans would be spending their hard earned money on a remedy that 
at best was ineffeciive-and at worst could give them cancer. 

Am I telling you a fanciftjl, alarmist story? This is a true story. It already happened-and 
the treatment involved was beta-carotene supplement. Like so many new drug treatments, it 
sounded promising but proved to be worthless or harmful when tested.' ^ 

Humans have dreamed of powerful medicines since the dawn of history. But for most of 
the last seven thousand years consumers were mostly victims of hazardous, poisonous, or merely 
unpleasant drugs. The era of modern beneficial drugs began only a few decades ago when society 
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began to insist that drugs be tested for safety and efficacy in well controlled clinical investigations. 
Real progress began only when we used randomized clinical trials to separate beneficial drugs 
from those that were worthless or harmfril. 

This morning you have heard some dramatic stories from individuals who believe they 
were greatly helped-perhaps saved—by a treatment that is not available in the United States. The 
question therefore is should Americans have access to a medical treatment if there are individuals 
who can personally testify that it is valuable? 

The most simple test case would be a remedy for obesity. Here seems to be a treatment 
every consumer can judge. Either you lose weight or you don't. Suppose for our test case that 
the FDA had approved the drugs-so they had been subject to at least modest levels of safely 
testing. Should not then the consumer-and not govenunent regulators or health authorities-be 
the judge this treatment? 

You all ought to know the answer to this question. This episode also happened, and the 
result may turn out to be one of the greatest drug disasters that our nation has experienced. Last 
September the diet drugs Pondimin and Redux were hastily withdrawn after the FDA received 
evidence that an astonishing 31 percent of the people tested showed some evidence of damage to 
their heart valves. ^ “* At the lime, more than 5 million Americans were taking these drugs. 

Did the consumers notice? Could they judge for themselves? They could not. Until it 
became very severe, the heart damage had no symptoms. Did their doctors notice? They did 
not. Pondimin was on the market for more than 20 years before two alert medical workers in 
North Dakota noticed something suspicious. What is the first lesson of the diet drug debacle? 

Not only does it take systematic testing to discover whether drugs work, it also takes 
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systematic scientific study to discover serious adverse effects that are potentially hamiing millions 
of people. If we don’t have the proper safety system in place, people will be harmed for years or 
decades. In their potential to harm millions of people there are few rivals for drug 
treatments-whether they are mainstream prescription drugs or alternative remedies. This is 
exactly why society has erected (he safeguards now being examined in this hearing. 

Another aspect of the issue today is more difficult. Should people with advanced cancer, 
or Parkinsons Disease or fuU-blown AIDS have the right to any treatment they choose? Some of 
these people might not live long enough for the kind of drug testing I believe so important to 
protecting the public. Should they not be entitled to take any risks they choose? 

On the surface, the case for individual liberty seems compelling. However, another 
example will illustrate the dark problems underlying this seemingly straightforward idea. 

Suppose you are dying of cancer, and I offer you this ghoulish shell game. In one of my 
hands, I have hidden a treatment that might save your life. In the other hand, is a quack medicine 
that will make you so sick you can hardly get out of bed, and will hasten your death 1 can give 
you a free choice. But which hand holds the lifesaving drug? The left hand? Or the right hand? 

This is not a meaningful choice. Without extensive drug testing we just can’t teU which 
hand holds a dangerous poison, and which conceals the life saving drug. Without proper testing 
even a potentially life saving treatment may be harmful if given in the wrong dose, or to the wrong 
patients. I want people to have choices too. But they should be real choices, involving scientific 
data about how much harm and good various treatment alternatives can be expected to achieve. 


We have a only one proven solution. We need public policies to promote more drug 
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testing, not still more new loopholes that could endanger the heath and safely of millions of 
people. 

Some may ask, “But aren't people going denied a life-saving treatment for the several 
years it takes for human testing and drug evaluation?” My answer is that we don’t know that it is 
a life-saving drug until it is tested. Even if proven life-saving, we can’t truly hope to save lives 
until we have done enough testing to know how to use it properly. The history of modem drug 
treatment includes many cases of valuable dmgs that proved ineffective or harmful because they 
were used in the wrong patients, or at the wrong lime in the progression of a disease. ^ ^ Until it 
is tested, and we know how to use it, a drug cannot properly considered a life-saving treatment. 

Alternative medicines pose special problems that deserve the attention of this committee. 
They are falling between the cracks of the system we have devised to search for new medicines. 
Large drug companies are expected to invest millions of doDars in the elaborate drug testing we 
wisely require. In return they are granted patents that are so lucrative that a single blockbuster 
drug can sustain an entire multinational pharmaceutical giant. This system has provided many 
beneficial medicines, but at a price. Only large Turns can afford the extensive testing required by 
law. Large organizations tend to follow conventional thinking; daring innovators often work 
alone or in small firms. It is certainly possible there arc neglected therapies that involve common 
molecules or natural ingredients that cannot be readily patented. Also there may be promising 
scientific avenues of advance that were ignored or abandoned by mainstream medical research and 
its partners in the pharmaceutical industry. The tiny office in the National Institutes of Health 
devoted to alternative therapies doesn’t have even a fraction of the resources needed to 
investigate the most promising leads. 
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What is needed is money and a structure to target research and assign priorities. The 
funds could be come from general tax receipts-as do the funds for the National Institutes of 
Health. Or the research could be financed by a small tax paid by industry. 1 believe that 
consumers would be willing to pay an extra amount to msure they got a product that might 
benefit their health rather than harming it. The policy problem is to figure out how to get the 
necessary scientific testing done. The solution is not to expose more Americans to untested and 
possibly ineffective or harmful conpounds. 

Finally, I would like to address the issue of the FDA and experimental cancer treatments. 
My main concern is that there is already too much experimental treatment of cancer patients*- 
rather than not enough. 

A survey by the General Accounting Office showed that 23 percent of all cancer patients 
receive an experimental treatment; another GAO study estimated that about 56 percent of cancer 
patients receive a drug for off-label use-which can be considered quasi-experimental use of an 
approved drug.’ * Despite the billions we spend on research and treatment, the mortality rate 
from cancer is higher today than it was in 1970. despite dramatic declines in most other major 
causes of death. ^ The use of so much experimemal treatment may be one important reason we 
have had such disappointing results. Does the U.S Congress want to expose more patients to 
experimental cancer agents without the safeguards required for formal National Cancer Institute 
protocols or human drug testing studies under FDA supervision? 

Finally, some people seem to believe that heartless FDA bureaucrats are somehow keeping 
valuable drugs away from people in life or death situations. 1 have published articles and books 
filled with criticism of the FDA. detailing many failings and numerous ways it could do a belter 
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job. ' ' But I also am here to testily that after 20 years in Washington I have not found a group 
of more capable public servants more sincerely dedicated to protecting the American public. By 
the large, they work at a thankless task under very difficult circumstances, and I for one, have 
great respect for their efforts. 

In conclusion, I believe the central issue before the committee today is not access to 
treatment, but assuring that the proper and necessary drug testing is conducted to insure that both 
mainstream medical therapies and alternative medicines help rather than harm people. That is 
easier said than done. But with sound public policies, we can move towards this goal. However, 
if Congress abandons the essential safeguards of drug testing, there is no limit to the harm that 
may occur. 
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Mr. Burton. Thank you. Mr. Moore, there’s going to be a half 
a million people die of cancer this year. That’s statistics. It’s accu- 
rate, I think, and you can see that year after year, and we had a 
graph to show that pretty clearly on the screen. 

You held your hands up with two different alternatives. One was 
quack therapy and one was one that might work. Those half mil- 
lion people who are terminally ill and have been given no hope, 
shouldn’t they have a right to choose or should they just die? 

Mr. Moore. I believe that the job of the Congress is to pursue 
policies that will create meaningful choices. A meaningful choice is 
not to embrace desperately a treatment about wluch little is 
known. Even if 5 years from now that treatment proves to be bene- 
ficial, but it was in the wrong news, that won’t help anyone. 

Mr. Burton. Have you read the bill that we’re talking about? 

Mr. Moore. Yes. 

Mr. Burton. Have you? 

Mr. Moore. Yes. 

Mr. Burton. And you take issue with that bill? 

Mr. Moore. The bill, as I read it, would basically make FDA ap- 
proval essentially optional as long as the patient was notified, and 
second, the only bar on unapproved treatments would be advertis- 
ing and marketing, but in a media era one national TV show would 
quickly bring these treatments to expose thousands of people to 
them. 

Mr. Burton. I want to tell you something you may not have 
heard before. You may not have been here; I’m not sure; I didn’t 
see you in the audience. 

But there was a fellow who was, when I was a State legislator, 
who was a leading medical authority who later became a leading 
medical authority in the whole United States of America, and he 
fought a number of pieces of legislation in the Indiana General As- 
sembly and vetoed them. He was overridden, incidentally. And he 
later, after he fought anything that was not approved by the AMA 
and the conventional treatment that was approved by FDA, his 
wife developed cancer, and he used drugs that were not approved 
or legal, and it was because — and I don’t criticize him for it because 
it was his loved one who was dying — ^because there was no hope, 
and he wanted to try to save her life. Do you think that was 
wrong? 

Mr. Moore. What I think would be wrong would be to legally au- 
thorize practitioners and organizations to prey on the desperate 
hopes of dying people by holding forth some treatment with a plau- 
sible hope on the surface, but that hadn’t been tested. What if that 
person had 10 treatments to try and each one cost $10,000? That’s 
the kind of world this bill might create. 

Mr. Burton. No, I understand what you’re saying, but when 
there’s no hope, and the FDA shuts off every avenue to people — 
and we’ve had some witnesses here today who have had those ave- 
nues shut off — it’s pretty inhumane. 

I want to ask you another question, though, because you and I 
don’t need to get into a long (halog and debate. I think you know 
how I feel, and I know how you feel. 

In your book, “Deadly Medicine,” you talk about the National In- 
stitutes of Health and the FDA as bureaucratic institutions that 
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are infested with vicious politics and are greatly influenced by big 
money medical lobbies. In fact, your book talks about a drug re- 
leased by FDA because they were pressured by physician groups, 
and this drug killed a lot of innocent people. This is your book. Yet, 
today, you’re here to tell us that the FDA should be trusted to over- 
see the testing of all pharmaceuticals and that they have the best 
interests of the American people at heart. I don’t understand that 
difference. Can you reconcile that for me? 

Mr. Moore. Well, certainly, and I would expand it, because I’m 
publishing a new book that’s filled with even more criticism of the 
FDA. 

Mr. Burton. Oh, really? 

Mr. Moore. Yes. 

Mr. Burton. I’ll look at that with interest. 

Mr. Moore, But, in fact, I have probably written more pages of 
criticism of the FDA — now that may not be true — than anybody in 
this room, but I am a prominent critic of the FDA and its short- 
comings. That does not mean, however, for a minute that I don’t 
find that its personnel are well-trained, sincere, and dedicated; that 
I don’t believe that FDA — ^it also means that I believe they work 
very hard and conscientiously to do a very difficult job making tor- 
turous choices. Mistakes get made 

Mr. Burton. I understand. 

Mr. Moore [continuing]. And very serious ones get made. 

Mr. Burton. My wife, you may have heard, had breast cancer, 
and she was in a program that I read about in a national publica- 
tion, and there are 70-some women in that, and many had been ad- 
judged terminally ill, and they went into the program and their 
lives have been extended, at least in their minds, for a long period 
of time. It’s an immune-stimulating therapy. The FDA shut that 
down arbitrarily and left these women without hope. We were able 
to get it reopened through some discussions, some information 
being given to the FDA. 

But it was a program that was proven to be somewhat effective, 
and it gave them hope. And, yet, arbitrarily, they shut it down be- 
cause we had asked them to expand it to include other people, and 
they said, oh, my gosh, there’s several things they have not yet 
complied with, and so we’re going to shut the program down. 

What do you think about that? 

Mr. Moore. Well, not only do I think it could have happened, I 
have chronicled many other mistakes that have occurred, memy 
which involve thousands of lives. You felt one was at stake. So I’m 
not here to say that we have an agency that is shining perfection. 
What we have done is to create a set of guidelines, and most of 
those guidelines and laws make quite good sense, and we need to 
find better ways to make them work better. 

Mr. Burton. Well, let me finish my time. Have you ever held a 
position at the National Cancer Institute? 

Mr. Moore. No. 

Mr. Burton. The Food and Drug Administration? 

Mr. Moore. No. 

Mr. Burton. Have you ever taken part in conducting any clinical 
trial? 

Mr. Moore. No. 
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Mr. Burton. OK. Mr. Souder. 

Mr. Souder. I know it’s a little difficult; Mr. Moore’s represent- 
ing kind of one side, and all the other witnesses have been the 
other. Having been in the minority as a staff person, not as a Mem- 
ber of Congress, and us used to having one or two witnesses under 
that pressure, I appreciate the difficulty, and I think it adds to the 
debate to have two different viewpoints with this. It’s one that I 
find intriguing. 

I wanted to ask some followup questions, because to me there 
seem to be some differences in how serious an illness a patient has, 
obviously, and second, whether there’s been any preliminary re- 
search on the drug, and whether it’s a controlled experiment, 
where there is some knowledge of the patient, versus something 
that we have no idea what’s going to happen with it. 

In that process, one of my— because I’ve talked to a number of 
dr*ug companies who have said that they have dropped research on 
certain AIDS drugs because of the prolonged cost versus the small- 
ness of the market, and that part of the problem here is that, while 
I see some merit to the research, in some of these highest-risk dis- 
eases that cost of the research may be prohibitive ^m even get- 
ting an extended experiment. 

Maybe I could st^ with Dr. Simone, with your background, and 
then anybody else who wants to comment on it, too. How much of 
a problem is this, and how much of it could be solved by expanding 
the eligibility of those in controlled tests versus just going mass 
market? 

I, too, believe that there’s probably not a parent or a husbeuid or 
a wife of a patient who, if they had to fund whatever cost it was 
to have the hope of e^nding the life of their child or spouse, 
wouldn’t do it, even if that was a false promise and bankrupted 
and affected the rest of the family for the rest of their lives. So we 
do have, I believe, some responsibility to work through this. On the 
other himd, it seems kind of perverse to say, “but you don’t have 
that option,” if you want to take it. Is there some room in between 
here to maneuver? 

Dr. Simone. Yes, I think there is a lot of room in between. One 
of the things that Dr. Moss mentioned was the POMES convention 
that we had a few months ago, and I think we can work through 
that. Scientific guidelines need to be met, not anecdotes. Anecdotes 
are fine to give us the springboard to scientific guidelines, but more 
appropriate, when a pharmaceutical company decides what area to 
look at for drug development amd research, they look at areas that 
there are lots of people involved per year. There’s 1.2 million people 
per year of cancer, a little more for cardiac disease, a little less for 
pulmonary disease. So they look at the places where there are lots 
of numbers for people to have drugs, because the investment varies 
an 3 rwhere from $100 million to $500 million per drug to come out 
on the market, depending on what you read and what sources you 
look at. So they want to make sure they are going to get that in- 
vestment back. So that do that. 

For instance, very few drug companies ever look at any tropical 
medicine illnesses. It doesn’t involve us, but there’s also not a big 
market in the tropical areas for them to do any issues about. 
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So I think that’s what they do. They look at the issue of numbers 
of people — ^it’s a numbers game — ^how many people are out there 
that are going to have this illness, and how can we recoup our 
R&D investments. 

Mr. SouDER. Are the drugs involved in most of these cases very 
expensive or is it the research that’s expensive? 

Dr. Simone. I think it’s a combination of the research, but also 
the process of getting the drug ushered and shepherded through 
the FDA issues. 

I got an IND, to give you my own personal experience, I got an 
IND, which is an investigational new drug approval, permission 
from the FDA. It took some help from some key people in the Sen- 
ate to do that. Without that help, it would have cost at least 2 
years and many, many, many dollars. Essentially, I got mine 
through in about 7 or 8 months. 

So if you have help, people who are looking after you, I think it 
can help. But, otherwise, if you have to hire the attorneys, hire the 
people within as agents for you at the FDA, not part of the FDA 
but as agents to work through the FDA, if you nave to hire all 
those people and work through all those groups, it costs a great 
deal 01 money to do that. 

Mr. SouDER. Dr. Eggers, you’ve talked about your particular 
case. I wondered if you could talk a little bit about the question 
and some followup to Dr. Simone, and also you’ve stated that they 
had cited you for incorrect patient consent forms. I assume there 
were some things that were more substantive that, too. Could you 
give me some idea of other types of things? 

Dr. Eggers. Well, there have been endless, endless discussions 
of techniced questions. You see, from my point of view, the problem 
with dealing with the individual bureaucrats is that no one looks 
at the individual case. From the point of view of most of the people 
who wrote the letters in my case that I dealt with, they have been 
people who were either nurses or people with pharmacy training, 
although I had some access to M.D.’s and Ph.D’s. Basically, it’s the 
job of the individual bureaucrat to document your deficiencies. 
That’s the job of that person, and that’s how they do a good job. 
Likewise, when the enforcement people get involved, it’s their job 
to try to send people to jail. That’s how that bureaucrat advances 
his or her career. 

So I think it’s inherent in human nature that bureaucrats are 
really going to do things which delay the whole process, and I don’t 
see that tigering with the system is going to change it. 

Also, the process, obviously, is very difficult for an individual at 
a university without the money of a drug company to deal with the 
FDA. And if you’re talking about an alternative medicine which is 
nonpatentable, no one in the world is ever going to bring that be- 
fore the FDA to ever be tested. 

Mr. Moore. Could I just speak to the drug testing issue, because 
I think he makes a very important point? Things that cannot be 
patented under our present system are unlikely to ever be tested, 
and therefore, may not become available. It includes treatments 
today that literally millions of people are probably taking. I would 
urge that the committee consider some alternative methods for 
funding the kind of drug testing that needs to be done. It’s not only 
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alternative therapies. Long-term testing of mainstream drugs is 
usually not done because it is not found profitable or is too costly 
for drug companies to undertake. So we have very important unan- 
swered questions about drugs, approved drugs that millions of peo- 
ple are taking. 

But a very small charge on every prescription and nutritional 
supplement and natural remedy, on the order of 1 to 4 percent, 
would probably pay for most of the testing that needs to be done. 
I believe that trjdng to arrange a method to do the testing is a 
much better solution for the public over the long run than just say- 
ing, because it’s difficult or too expensive, let’s just forget about it. 

Mr. SOUDER. In Mr. Shays’ subcommittee of this committee, one 
of the more fascinating hearings I’ve ever sat through, which I 
didn’t think was going to be fascinating when we sta^d, was on 
the second use of drugs. It’s clear that one of the primary funding 
mechanisms that any drug company is going to calculate in any- 
thing they develop is what are the second and third uses that phy- 
sicians are going to do, individuals are going to pass through, par- 
ticularly in children’s medicine. It’s an area that’s just floating 
around out there, that nobody really knows quite what to do with, 
because the danger is that, we do too much of that testing, we 
then drive out the second use of drugs or make it prohibitive to get 
at the first use. 

Dr. Moss. Not all of the things that we’re discussing here are 
drugs, and some of them are mind/body techniques; some of them 
are electromagnetic techniques; or herbs that are traditionally in 
use for millennia. I think that the Congress set up the Office of Al- 
ternative Medicine at NIH in order to carry out tnis sort of testing. 
Having served for almost 5 years as an advisor to the 0AM, I’m 
deeply disapiwinted in the failure of 0AM to carry out these tests. 
I tmiik Dr. Simone has worked with the 0AM and worked with me 
on many of these things, and he can testify to this. 

The problem, as I see it, does not lie with the 0AM. I think there 
is an entrenched cancer establishment in this country that does not 
want to see a fair evaluation of a lot of these alternative treat- 
ments, and I think there is an economic motivation because the 
Food and Drug Administration, the National Cancer Institute, the 
NIH are economically linked to the pharmaceutical companies that 
have no interest, and to put it mildly, they have no interest in an 
herbal treatment that would be extremely inexpensive. 

I would fault the manufacturer of the herbs as well, and I have 
said this many times in public in their presence. You take an herb- 
al mixture like Essiac tea, which is composed of four different 
herbs, they probably make about somewhere between $8 and $15 
million a year, in various formulations selling this tea. There’s 
never yet been a single study done on Essiac tea. One very small, 
flawed study in 1977 at Sloan-Kettering Institute, but aside from 
that, they haven’t put one nickel into the testing of these treat- 
ments. I would like to see some mechanism brought to bear on the 
purveyors of alternative treatments that, either with moral suasion 
or through law, requires them to kick back some of the profits that 
they make to doing these kinds of studies. 

But I think Congress has to intervene at this point into this situ- 
ation over there at NIH and OAM, and look into this, and make 
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sure that they get this process rolling. I agree with Tom Moore 
that, in the end, it’s only good science that’s going to answer the 
pressing, burning question, which is: What works and what doesn’t 
work? I mean, I differ from Mr. Moore in that I think side by side 
with this we have to liberalize and open up the process by which 
patients have access to nonconventional treatment. I think that’s 
only humane, because when it’s you and it’s your family, you want 
and you need, and you have to have, choices. If you illegalize those, 
those avenues, people are going to go ahead and do it anyway, but 
thesr’re going to have to flee the country in order to do it. 

But the essence of it is, let’s get that testing process going over 
there at NIH. Let’s break this logjam, so that we really can get the 
kind of data that we need to make informed choices. 

Dr. Simone. I have a real quick comment, if I may. Chairman 
Burton mentioned this morning helicobacter pylori, a bacteria that 
causes stomach ulcers. The only way to treat it properly is to use 
a few dollars’ worth of antibiotics and bismuth. However, the drug 
companies, because they’ve invested lots of R&D dollars and lots of 
money upfront with these other antacid medications, continue to 
persuade the public that on advertising, television advertising, that 
that’s what you need if you have stomach indigestion. You see 
these advertisements all the time. I think there might be a role for 
that. 

We know that it’s a very inexpensive treatment to cure ulcer dis- 
ease, and by the way, this same bacteria causes stomach cancer. 
So we have another prevention there. Most doctors don’t know 
about it, even today after about 15 years in the literature, they 
simply continue prescribing these antacids and these very expen- 
sive antacid pills. That’s one point. 

The second point is, apropos the herbal medicines, we know that 
saw palmetto, a very inexpensive herb, went head-to-head with cer- 
tain studies in the urological literature for prostate problems with 
the existing medications used for prostate problems, and it came 
out equal to, if not more effective than, the prescribed medicines. 
So in their own literature, in the urological literature, they talk 
about saw palmetto as being efficacious and equal to the prescribed 
medications, but very few of the urologiod doctors prescribe it or 
recommend it. So we have those issues as well. 

Mr. Burton. Do you think, Mr. Moss — ^Dr. Moss, is it? 

Dr. Moss. I have a Ph.D. ^ either one is fine. 

Mr. Burton. We’ll call you “Dr. Moss”; a Ph.D. is hard to get. 

Do you think this POMES study or issue would solve a lot of the 
problems, if we could get that on track? 

Dr. Moss. Well, you know, we’ve had a history of many, many 
years of contention between proponents of alternative treatments 
and the cancer establishment over the efficacy and safety of dif- 
ferent treatments. We had the Krebiozen controversy in the fifties 
and the sixties. We had the Laetrile controversy, hydinzine sulfate, 
vitamin C, Burzynski — ^these are the maun ones. In each case, ini- 
tially, the National Cancer Institute refused to carry out any test- 
ing on these things, saying they were beneath contempt, and it was 
generally the Congress that forced them to seriously start to look 
at these things. But in every case that they carried them out — ^and 
we could go into the details on this — ^there was at the end of the 
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dispute more acrimony, more questions, more disbelief in the sys- 
tem than there was when they went into it. People have very 
strong feelings one way or the other who’s fault this was. 

What POMES has proposed is the establishment of an oversight 
board, and the oversight board would contain people like chairmen 
of departments at Memorial Sloan-Kettering, like heads of com- 
prehensive cancer centers, as well as patients and informed con- 
sumers, journalists, whatever. I mean there would be a broad spec- 
trum of people on that panel, all of whom were distinguished by 
their knowledge of the disease and by their fairness and their non- 
commercial involvement, if you will, with the treatments that are 
being discussed. 

Tins would be a kind of arbitration panel and oversight commit- 
tee, so that as the protocols are being set up for the testing of a 
new treatment, and as the clinical trials unwind, if either side has 
a complaint with the behavior of the other side, then they can 
bring that problem to the oversight board. 

So, for instance — and I’ll give you a very quick instance — in the 
course of trying to do a clinical trial on Burzynski’s medicines with 
hrain cancer, the people at the NCI and the FDA and Memorial 
Sloan-Kettering decided that not enough people were being admit- 
ted into the trial. So they changed the protocol midstream. 'They 
felt that they were doing this because they could recruit more peo- 
ple into the trials. So it actually was for the benefit of the trial. 
But you could see how, from Dr. Burzynski’s point of view, to 
change the protocol is to change the terms under which he had 
agreed to participate. He felt that the patients would no longer re- 
spond because they were using p^ple with lower performance 
scores and more complicated and difficult tumors. He said, to me 
at least, that he could devise a protocol that could treat these more 
advanced patients, but the protocol he had agreed upon was not it. 
NCI went ahead with this, and he objected, and then they canceled 
the test, saying he was uncooperative. 

Now that situation would not have occurred if an impartial, 
broadly based oversight board existed, because NCI would have 
had to come to the oversight board and say, here’s our problem: not 
enough people. We want to change the protocol. And Burzynski 
could come to the oversight board and it could be hashed out in 
that way, instead of the arbitrariness of the way in which it’s done 
now. 

Many times it looks as of NCI wants to be the judge, jury, and 
executioner of the nonconventional treatments, and that’s the situ- 
ation that has to stop. So that’s the core 

Mr. Burton. We will ask the people at FDA and NIH about the 
POMES program 

Dr. Moss. Thank you. 

Mr. Burton [continuing]. And see if we can’t get that on track. 

One more thing, Mr. Moss, and if you’d keep your comments as 
brief as possible 

Dr. Moss. OK, sorry. 

Mr. Burton. You had a story about Laetrile. My colleague, Mr. 
Waxman, made some comments about that, and a lot of people 
have said that that was just a crazy product that really had no ef- 
fect, although in Indiana when we had hearings on that years ago. 
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we had hundreds and hundreds of cancer patients that came for- 
ward and said it did have some helpful effects. 

Dr. Moss. My involvement with this field started in 1974. I was 
the science writer, hired as a science writer, and then later assist- 
ant director of public affairs at Memorial Sloan-Kettering Cancer 
Center, and we were carrying out very extensive studies on 
Laetrile in animals, and those studies at Memorial Sloan-Kettering 
largely were positive in nature; that is to say, Laetrile quite dra- 
matic^ly stopped the spread of cancer in experimental animals. 

I, as the assistant director of the public affairs department, was 
told to tell the public the opposite, that Laetrile was totally ineffec- 
tive. This was the party line, and I was told to put that out. To 
make a long story short, after almost 4 years of this, I got up at 
a press conference and said that, "I cannot do this in good con- 
scious,” and was fired on the next day for, as they put it in the 
New York Times, “failing to carry out his most basic job respon- 
sibility,” which was to lie on beh^ of your boss, if your boss tells 
you to lie. So 

Mr. Burton. So the tests at Sloan-Kettering on this particular 
substance 

Dr. Moss. Yes. 

Mr. Burton [continuing]. In laboratory animals proved that 
Laetrile did have a positive impact on some cancers? 

Dr. Moss. Well, it was an animal model, in that in three dif- 
ferent animal systems, especially in one breast cancer model, there 
was a dramatic reduction in the 

Mr. Burton. Why was that the case? Why did Sloan-Kettering, 
a leading cancer institution, why would they condone misleadii^ 
the public like that? 

Dr. Moss. Well, up until 1975 — 1974-1975 — ^they were very, very 
excited and enthusiastic about Laetrile, and the top leaders of the 
center came to Washington in 1974, made a very strong presen- 
tation on behalf of Laetrile, and basically, between that time and 
the time they came back in 1975, a lot of pressure was brought to 
bear on them to change their mind about tMs. 

Mr. Burton. Was it pharmaceutical companies or 

Dr. Moss. Not directly. The pressure came from the FDA, the 
American Cancer Society at that time, the National Cancer Insti- 
tute, although there was ambivalence at National Cancer Institute, 
and Dr. Dean Burk, who was one of the founders of NCI, shared 
the views of the Sloan-Kettering scientists. But I saw them change 
their minds as they realized that this was getting so hot on a per- 
sonal level. As one of the officials said, “I don’t w£int to die on the 
barracks for Laetrile. It’s not a cure for cancer. It’s only a pallia- 
tive.” And he ^dn’t want to give up his career, which is what it 
would have meant, essentially. I’ve covered this, by the way, ve^ 
extensively in jny book. The Cancer Industry,” talked about this 
a lot. 

Mr. Burton. How much is it? I might buy a copy. [Laughter.] 

Dr. Moss. For you, nothing. [Laughter.] 

Mr. Burton. No. Can we accept books? I don’t know whether we 
can or not. We can’t accept some books. 

Do you have any more questions? 



188 


Mr. SouDER. I want to make one additional comment for the 
record, because — and I think it’s an important warning for every- 
body with this as to how Members of Congress react to this issue, 
and that is that, many of us want to be as receptive as possible 
to giving people options, but we also want to be cautious in some 
areas. 

I remember a number of years ago when I worked as Republican 
Staff Director of the Children and Family Committee, and we were 
holding some hearings with some Indian tribes, and one of the 
leaders of the Utes was arguing that our health funds that go to 
their tribe should be able to be used for Indian medicine men, be- 
cause he said their cure rate is as effective as hospitals because so 
much is psychosomatic, because a lot of people catch other disease 
in hospitals. There it became extra complicated, because once you 
give it to an Indian tribe, the people in some of those Indian tribes 
didn’t want to go to the medicine man; they wanted to go to a hos- 
pital. But these questions come up in many parts of our health 
policies, and there’s not a lot of basic public support at this point 
for necessarily giving somebody’s tax money to an Indian memcine 
man as opposed to a hospital. 

A second element with this is that we’re having a huge national 
debate, which I believe is inappropriate, about the so-called medici- 
nal use of marijuana, where you have a component in marijuana 
that can have some impact, but that, in fact, it has other public 
policy implications, and in fact, can be used by people who want 
to get in the public policy debate as a backdoor way to change drug 
laws in this country. That is a huge issue that’s going to be devel- 
oping and get hot in this debate. 

Like I say, many of us who are receptive to trying to broaden 
this and to make sure there’s a scientific base also want to make 
siure that we’re not just opening the door toward every type of ex- 
periment funded by the taxpayers of somebody who says they have 
some kind of instant solution. It’s got to be a scientific-oriented- 
type thing, as much as possible controlled, because we already have 
enough budget problems without chasing everything that comes up, 
and getting into other public policy areas that inevitably cross this 
issue. 

Mr. Emord. May I speak to the safety point? 

Mr. SoUDER. Yes. 

Mr. Emord. I think it’s an extraordinarily naive assumption that 
the Food and Drug Administration is the source of protection for 
the health of the American people, as if it is exclusively the only 
source for that protection. The protection, in fact, is extraordinary 
at the State level. The r«al situation here is a patient who is termi- 
nally ill, seriously ill, going to their physician, receiving conven- 
tional treatments that, unfortunately, fail in the case of cancer, and 
then looking for an alternative. In the first instance, the person 
who has the disease is extremely self-interested. They want to do 
what’s best for themselves, and they would take a dmg if it would 
cure them, but it won’t. So they^re cautious. 

Now the argument that they throw caution to the wind has been 
made, and I think in some instances some people may do that if 
they’re desperate. But the point is they can’t act alone. What do 
they do? They go see the physician. The physician’s under the State 
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medical board. He has to meet his standard-of-care requirement in 
order to be licensed and to function. He pursues his nest interest. 
If he can’t protect lumself from being charged with not meeting the 
standard of care, he’ll be out of business, and the medical boards 
are very effective in doing that, all too effective in certain in- 
stances. 

Now that doctor protects the patient and provides a safety net 
for the patient. Then if we’re talking about an experimental drug, 
the physician is going to the manufacturer or to the clinical inves- 
tigator and asking tl^t person to evaluate the patient’s chart and 
determine whether or not they should be a candidate, either for an 
emergency exception or what have you. They, then, conduct an 
evaluation. What pressure is there? Well, they have to worry about 
being sued if they were to give it in a circumstance that would be 
grossly negligent. They have to woipr about the Food and Drug Ad- 
ministration second-guessing their judgment and questioning them 
about the propriety of their judgment somewhere along the line. 
They also have to wo]^ about the results of their clinic^ trial and 
whether or not this will prejudice those results. 

Now there are disincentives in the current system that are pro- 
found and that prevent these drugs from reaching people who seri- 
ously need it. Tme clinical investigator or the sponsor of the drug 
has to wony about the fact that the FDA will take any information 
from an emergency patient who gets the drug outside of the proto- 
col and use t^t in determining efficacy. And what does that do? 
That creates a huge disincentive for the company or the clinical 
sponsor, because they don’t want to lose control. They want to have 
the precise patients who meet the criteria of the protocol being the 
only ones, because all the millions that they’ve spent on drug devel- 
opment will rest in the FDA’s determination in the end. 

So, to make a long story short, the safegu8U*ds are there. You’ve 
got doctors who are prote^ing patients, and they do this on a day- 
to-day basis, not with experimental drugs; 80 percent, 70 to 80 per- 
cent of approved drugs are used for off-label indications — experi- 
mental indications. We have that happening right now. 

So the question is, why are people not dying right and left from 
doctors giving out drugs? The reason is that the primary safety is 
not the FDA, which very rarely interferes with the doctor’s prac- 
tice; it is the doctor. When you have a desperate situation, when 
you have a person who’s terminally or seriously ill, and they need 
ein alternative, they need an alternative today; they can’t wait until 
the completion of clinical trials. They need an alternative. If that 
alternative is comparatively safe, in the judgment of the profes- 
sional who is caring for that patients, then if the Federal Gfovem- 
ment stands in the way of that patient getting that treatment, it 
is an outrage. You’re denying that person. If tomorrow the cure is 
substantiated, but today it’s not, and in the professional judgment 
of that physician, who knows the clinical history of that patient, 
knows it better than euiybody else, that that patient should be 
given that alternative, then why should we have the FDA serve as 
a super-M.D.? 

And the FDA, by the way, in making these judgments, has 
maybe two or three pages of information about the patient. They 
make that judgment in a couple of hours. They might hand it off 
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for professional review, but within 24 hours usually they’re making 
this judgment. They’re oncologists, some of them; the 5 ^re not spe- 
cifically trained in that cancer. They’re not scientists who under- 
stand the specific drug interaction, the specific cancer that’s in 
issue. Theyre not experts. They’re doctors. TTieyre not scientific ex- 
perts, and we axe letting them make the judgment about life-or- 
death issues. 

Better to leave it with the doctor who’s studying that for year 
after year after year, struggling with the patient’s life, trying to 
make a determination. We shouldn’t let someone in Washington 
second-guess the professional judgment of oncologists, hema- 
tologists in the field, trying desperately to make a jud^ent to 
keep someone alive. It seems to me to be an outrageous scenario 
when we allow that to happen. 

Mr. Burton. I yield to Mr. Mica, but before that, Mr. Moss, you 
can make a brief response. 

Dr. Moss. If I could. I’d like to make a brief comment about 
quackery. 

Mr. Burton. Any of you on the panel that want to respond is 
fine. There’s not tliat many of us here, and Mr. Mica will be with 
us. 

Dr. Moss. A couple of the Congresspeople brought up the issue 
of quackery, and whether the Access to Medical Treatment ^t 
would encourage quackeiy. I do think that quackeiy exists in the 
cancer field, and it is a problem, although I think oftentimes it’s 
exaggerated as a problem, but I do see treatments for which there 
is virtually no substantiation and little rationale, and that are mar- 
keted, heavily marketed, in imethical ways that oftentimes cost a 
lot of money for people. 'They’re probably throwing out their money. 
So it is a problem. 

But my feeling is that the intremsigence of the medical establish- 
ment toward alternative treatments is what creates a fertile cli- 
mate for quackery; that the more treatments that are brought into 
the mainstream, the more options that people have, the less likeli- 
hood it is that people are going to turn to these so-called quack 
treatments, and that is because they will have a chance to have 
choices when they’ve been given a diagnosis of terminal cancer, for 
instance, that otherwise they would have to go to Mexico or some 
other country to get. 

I think also the intransigence of the medical establishment, the 
cancer establishment, gives credence to the idea that there is a sin- 
gle suppressed cure for cancer that you can only get down in the 
DominicEm Republic or some other place, and that, therefore, it’s all 
a conspiracy against the patient. 

If we can break through and allow some of the treatments that 
are used in countries like Germany or Japan to be done in a clini- 
cal setting here in the United States at good medical centers, as 
experimental treatments, then I think we cut the ground out from 
under the whole phenomenon of cancer quackery. 

Mr. Burton. Mr. Mica. 

Mr. Mica. Thank you, Mr. Chairman. I had a couple of questions 
for Mr. Emord. 

I guess you’re an attorney who has specialized in representing 
patients who are trying to get access to investigational drugs, and 
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you’ve had experience, specific experiences, in that regard. You’re 
familiar with the FDA Modernization Act and how it approaches 
resolving some of the problems you’ve seen. Where Eire its strengths 
and weaknesses, or how would you approach this as an attorney 
recommending us in drafting legislation to deal with the problems 
you’ve seen? 

Mr. Emoro. Well, thank you for that question. The FDA Mod- 
ernization Act, section 561, is the provision that purports to expand 
access to alternative therapies — drugs and medical devices. 'There 
is, in fact, no significant, substantive change from existing law and 
this codification. Why is that? 

The present disincentives for a drug company or clinical inves- 
tigator to supply a drug on an experimental basis are unchanged 
by this law. What are those? The clinical investigator or the spon- 
sor of a drug puts together the patient group for the protocol and 
the protocol design to maximize the chance that the FDA will ap- 
prove the drug. 'Ihe FDA takes into accoimt all information on 
treatment, including that which occurs as a result of an emergency 
use. So long as that emergency use information is made a part of 
the evaluation of efficacy, drug companies will fear supplying the 
information because they have patterned — ^they have done their 
studies and research on specific patients who meet certain design 
criteria and not the other ones. 

In addition, they’re regulatees, and they fear offending the FDA. 
They fear offending the scientists on the staff of the FDA. They 
don’t want to do anything that can jeopardize the millions invested. 
This doesn’t affect that at all. 

What would affect it is if we said, in every instance where an ex- 
perimental use of a drug is to take place, that the sponsor of the 
drug or the investigator need only receive, for example, from the 
patient, or the patient’s physician actually, an informed consent 
that says, look, I as a doctor. I’ve informed the patient of the avail- 
able conventional alternatives; the patient has exhausted those al- 
ternatives or has refused to take them, for whatever reason; an ex- 
perimental alternative seems appropriate to me as a professional; 
I recommend your drug. 

This informed consent, with known risks and benefits of the con- 
ventional treatment that would have to be explained, could go to 
the clinical investigator sponsor; they could then immediately send 
the drug and notify the FDA that they had done so, but that infor- 
mation on the treatment used would not go into the efficacy deter- 
mination. Now that would ensure more availability to drugs. 

The second disincentive: economic disincentive. Currently, a com- 
pany that’s invested massive sums of money can’t recoup that in- 
vestment until after the drug is approved, basicedly. Nevertheless, 
if there are large numbers of people who physicians think should 
have access to this experimental drug, they can’t afford to make 
these drugs available over a long period of time because of the ex- 
traordinary cost. 'They’ve got to be able to recoup some of that 
money back. 

So if we allowed payments to go to the companies for those 
drugs, it would ensure that they could be made available. If we 
would allow them to recoup some of the profit potential, that would 
help. 
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The third thii^ is the FDA’s final say-so here. The FDA, in the 
section 561, maintains the final say-so, just as it does currently. 
They can say no. If a physician seeks to use an END or an emer- 
gency exemption or a treatment IND, the Secretary of HHS, and 
by delegation the FDA Commissioner, will second-guess that judg- 
ment, has the right to second-guess that judgment. We’ve got to get 
the FDA out of the business of second-guessing cliniced judgments. 

We all fear fraud. I just as much as anybody else do not want 
to see patients taken advantage of. But we have a Department of 
Justice that prosecutes fi*aud and that uses specific criteria to de- 
termine the presence of fi-aud. We have States’ attorneys general 
that do the same thing. In this area where we don’t have scientific 
certainty, this is all experimental. 

Dr. Simone has told you that approved drugs don’t work for cem- 
cer. They’re experimental. In this experimental area we have to 
allow people access, and if we have a charlatan out there who’s 
selling something that does not work and is profiteering off of it, 
we have the Department of Jvistice and others who can prosecute. 

Notice this one thing: The present system, I would argue, ex- 
pands fraud, actually promotes it. Why? Because the FDA has so 
narrowly prevented physicians from getting access to experimental 
drugs; they tell the patient there’s nothing I can do for you. What 
does the patient then do? The patient, who doesn’t have any sci- 
entific backgrovmd usually, will go and try an^hing they can get 
their hands on to see if it wiU work. So they*re duped oy frauds 
who prey upon them. 

If we would, instead of doing this, allow the system where you 
go to the clinical investigator, you go to the sponsor of the drug, 
you have the physician say, “I think he needs this drug”; you let 
the drug be given to them, and you cut it out of the approv^ proc- 
ess. Then you’re going to have a situation where fraud is dramati- 
cally decreased, because people will not be as vulnerable. 

Mr. Mica. Well, you’ve taken some time and explained your re- 
sponse. So you’re sa^ng that section 561 basically is not any 
change from existing law, that you’re recommending that we allow 
an informed consent process. I ^ess we do that to a degree. I think 
my wife had an operation, and I signed some papers, or she did, 
and they did this procedime dozens of other times — or thousands of 
other times — but they still tell you that there may be risk. So in- 
formed consent is missing from — or this level is missing and is 
needed, you think something of that nature. 

Then you said payment to drug companies, and you had a third 
recommendation. 

Mr. Emord. The third one would be the disincentive on 

Mr. Mica. Right. 

Mr. Emoro [continuing]. That the clinical trial data that would 
come from an emergency use or an experimental use would not go 
to the FDA. 

Mr. Mica. Well, I have a couple of questions, if I may, Mr. Chair- 
X man. How’s our time? Do I have time to proceed? 

Mr. Burton. Yes, go ahead. 

Mr. Mica. Thank you. 

I don’t know if I’ve seen a specific legislative propos£il that would 
alter this, and maybe you have that that you can provide the com- 
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mittee. I don’t know that much about the process, but Fm con- 
cerned that we just allow anyone to have the ability to say sign an 
informed consent. Fm wondering if there is some level on which 
FDA does look at these drugs or these treatments. Right now the 
problem seems to be getting past all of the trial and approval time, 
where we’ve seen some initial results that seem to be promising 
and where you have someone in a cancer or terminal situation or 
ready to grasp it, and anything and everything else is excluded. Is 
it possible to have some level of approval by FDA to where this in- 
formed consent kicks in? 

Mr. Emord. Well, I think that so long as we are talking about 
existing clinical trials that the FDA is supervising, getting patients 
to have access to that is what we’re talking about. The FDA, re- 
member now, has basic control over the existence of the clinical 
trial. Now this doesn’t solve the entire problem because the FDA 
does not allow some drugs to go into the clinical trial process, and 
that’s a separate problem. But taking the universe of dmgs in clini- 
cal trials, and most of the drugs we’ve heard from today are in 
those clinical trials, so that all we’re talking about is giving one 
more person that dnig on a doctor’s recommendation with informed 
consent. There are people already taking it. If it was a hazard to 
health, the FDA would shut the thing down, and they have the 
power to do so. So there’s your safeguard. 

Mr. Mica. Well, then, the other question that I have is, in pay- 
ment to drug companies, are you tallung about the individual seek- 
ing the treatment paying the drug company? 

Mr. Emord. Well, yes. 

Mr. Mica. The other problem you have is folks who are terminal, 
who want this experimental drug treatment, are willing to pay 
anything, and now we do force them into going to Mexico or some 
bizarre treatment that is off, totally off the charts. The most expen- 
sive time to develop a drug is probably in its experimental use ver- 
sus when it’s marketable, because then you have a much broader 
area. What’s to prevent the drug companies from gouging folks to 
get into this experimental routine? 

Mr. Emord. Well, we should prohibit gouging, and we can re- 
quire that they wovild publish or make publicly available the 
amount they’re charging for it. 

A drug company, recognize, has to rely upon several things: good 
will. 'They have to rely on the good will associated with their prod- 
uct. They have to prove their product works over the long nm. In 
addition, if you’re talking about access for terminally ill patients, 
any company that would charge an extraordinary sum of money to 
make a product available beyond that which was justified, based on 
the cost of investment in it, would be, if that information had to 
be public, publicly excoriated, and the FDA wouldn’t take too kind- 
ly to them either. Remember, these are within clinical trials. 

One other point: The access bill is actually the bill that would 
provide the greatest source of relief, and the details Fm talking 
about now could be either made a part of FDA regulations in im- 
plementing it, and should he, or could be discussed here in Con- 
gress and made a part of the legislation. 

Mr. Moore. May I speak just for 1 minute on this issue? 

Mr. Burton. Go ahead, Mr. Moore. 
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Mr. Moore. Well, I just wanted to note for the record that the 
existing provisions of the FDA Modernization Act have some very 
sound lo^c behind them. You would certainly want to modify those 
with considerable care. 

For example, one of the concerns he mentioned was that people 
do indeed have to report on how the treatment worked. If we have 
thousands of people who are getting, under compassionate use, a 
drug, that is valuable safety imormation that could teach all of us 
something about the safe use. And I would hate, on behalf of soci- 
ety, to lose that information. 

We have also traditionally prohibited charges for the drug 

Mr. Mica. So would you require that they be reporting or 

Mr. Moore. That’s what the ciirrent law requires, and I think 
it’s wise. 

Mr. Mica. OK. 

Mr. Moore. Second 

Mr. Burton. Let me just ask a question there on that subject. 
As I understood it from the counsel, though, that might prohibit or 
discoura^ the drug compames firom providing that needed remedy 
or possible remedy to a patient who is termin^ly ill because they’re 
afraid that that information would be put into the record, and it 
would long term hurt their investment. Is that not correct? 

Mr. Emord. That’s true. 

Mr. Moore. Actually, there is evidence that drug companies are 
reluctant to provide investigative drugs, but I thi^ I would state 
it a little dinerently than he did. He may have actual cases where 
he’s seen this, but a normal efficacy trial mav only include specifi- 
cally enrolled patients who meet the enroument criteria. So it 
would be veiy unusual — ^he may know of some cases — but it would 
be very unusual where it would affect the efficacy of the drug. 

Where the concerns he enresses are more real, however, are 
this: You have a group of high-risk patients, many of them termi- 
nally ill. So the drug company wovud be reporting a significant 
number of patient deaths, especially if the drug treatment involved 
wasn’t very effective and said, the study you’ve been hearing about, 
cancer drug treatments, most of them aren’t terribly effective; we 
wish they could do better. 

So there is some concern about that, but that issue, if we have 
information, can be isolated by analysis, and I know of many 
cases — ^in fact, heart drugs that 1 wrote about in my previous book, 
the FDA received many, many, many reports of patients who died 
with compassionate use. In fact, about 30 percent of the patients 
who received one drug by compassionate use died, and this did not 
interfere with the approval of the drug. It was part of the safety 
data, and the experts understood, or thought they understood, that 
it was because these were very seriously iU patients that they died. 
It turned out the drug had a role in it, too, but, by normal aiudysis, 
we do have protections from this. 

So the provisions of the law were carefully thought out to bed- 
ance society’s interest against the patient’s interest, and I think it 
represents quite an interesting and important compromise, and I 
would tinker with that balance with great care. 

Mr. Emord. The law does nothing substantively to change the 
status quo. The issue about patient safety, a physician who has a 
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patient who is using an experimental drug, experiencing adverse 
reactions, will stop that patient from taking it. That might not be 
true within the context of a clinical trial if devious minds are at 
work, attempting desperately to get those millions of dollars re- 
couped in a drug approval. 

Furthermore, once the drug is approved for a specific indication, 
it can be used for any other indication, and will be by physiciems, 
based on the clinical data they gather during their experience in 
the use of the drug. The point is it is a bugaboo to suggest that 
only the FDA will protect the public. The people who protect the 
public every single day, and we trust to protect the public, are the 
physicians who care for them. The FDA is very rarely involved in 
these circumstances, and thus far, if the history of the testimony 
that’s been presented to this committee and other committees is in- 
dicative, the FDA has done a damned poor job of protecting seri- 
ously ill patients because it has let them die rather than try an ex- 
perimental alternative. 

Some experimental alternatives will be risky. Some of those al- 
ternatives may not work, and the person will die. But compare that 
opportunity to succeed and a doctor’s belief that there’s a good 
chance that it might work with the FDA’s position that, until we 
have established the clinical efficacy of this thing, you shouldn’t be 
able to be given a chance to use it — and the problem with this in 
the end is that the FDA decides, second-guesses the judgment of 
the physician and decides, based on very limited information. 

You wanted a specific example. I had a patient who had cancer. 
David Smith was his name. We went through the whole process. 
The FDA wouldn’t allow him to have an experimental treatment, 
but he had Hodgkins disease. We had MRIs to show, before he took 
an experimental treatment, what his condition was; after he took 
the experimental treatment, what the condition was. We could not 
get the FDA to review the MRIs, and the answer was, “We have 
a backload of cases. We’ve got to go through these things rapidly. 
We have to do it in 24 hours. We can only look at a couple of pages 
of information. We don’t have time to examine the MRIs. We don’t 
have time to examine the entire clinical history of this patient. We 
don’t have time to consider all the drugs that have been mven to 
this patient or treatment that was given to this patient. You just 
summarize for us what happened, and we’ll base our determination 
on that.” 

Now that’s not science, and that’s not sound medicine. And, yet, 
the super-M.D. here, the FDA, is basing its judgment u^Mn it. 'This 
system does not work. It is not adequate, and it’s hurting people. 
It’s resulting in the loss of life, and it’s causing enormous stress to 
the American people. 

Mr. Burton. Do you have any more questions? 

Mr. Mica. Well, just to conclude, the problem we have, and I’ve 
dealt with this on a personal level with folks — I know one of my 
best friends just had ms 30-year-old daughter diagnosed with ter- 
minal — ^well, inoperable brain cancer, and they are doing every- 
thing they can to try and find every treatment possible. Because 
of the restrictions you just described, and because now it looks like 
what’s being proposed isn’t going to really solve the problem, we 
forced these people — ^I mean, this man, these people will do any- 
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thing to save their daughter. So we force them into Mexico or these 
bizarre treatments, and give them no other alternative. It appears 
we’ve also created a career for you to do the alternative, wMch is 
sue to get access. It’s not acceptable, and Fm saddened to hear that 
what’s proposed isn’t going to change this at this time. 

Thank you, Mr. Chairman. 

Mr. Burton. Yes, sir. 

Let me just end up by saying, first of all, this has been a very 
informative day for me. I am not a medical expert, as you could 
probably tell. But we on this conunittee I think will be committed 
to trying to help find solutions. I know that there’s another com- 
mittee that’s charged with the responsibility of moving legislation 
in this area, and that’s the Commerce Committee. Chairman Bliley 
and I are pretty good fnends. So if we can come up with some rec- 
ommendations, I will sit down with him and make those rec- 
ommendations. And we will continue to have hearings on this to 
try to force the issue, because we have oversight over the entire 
Government, including the FDA and NIH and every place else. 

Let me just ask you to do me a favor, though, all of you, and this 
includes the patients who are still here. If you have recommenda- 
tions that you think we ought to consider as a Congress to make 
this system work better, in addition to what we’ve already heard 
today, I wish you would get those to me in writing as quickly as 
possible, because I’m going to be meeting with people from the FDA 
in the next week or two. Make them very simple, so that I can un- 
derstand them, so that I can communicate those to the FDA. If you 
will do that, we’ll see if we can’t do something to help streamline 
this system and make things a little bit better, and maybe help a 
few people live a better quality of life, live a little bit longer. 

With that, I want to tha^ you very much. Mr. Moore, Mr. 
Emord, Dr. Simone, Dr. Moss, and Dr. Eggers, thank you very 
much for being here. Thank all of you patients as well. [Applause.] 

The committee stands in recess. 

[Whereupon, at 2:17 p.m., the committee adjourned subject to the 
call of the Chair.] 

[Additional information submitted for the hearing record follows:] 
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Emord & Associates, P.C. 

Bi rke Professional Center 
5282 Lyngate Court 
Burke, Virginia 22015 

1050 Seventeenth Street, N.W. 

Suite 600 

Washington. D.C. 20036 

Phone: {202)466-6937 • Fax: (202)466-6938 
E-mail: www.emord.com 


February 2, 1 998 


VIA FEDERAL EXPRESS 
Laurie S. Taylor, Esq. 

Coirinittee Counsel 

House Committee on Government 

Refoim and Oversight 

2157 Rayburn House Office Building 

Washington, D.C, 20515-6143 

Dear Laurie: 

As we discussed, 1 have attached a letter for inclusion in the hearing record 
identifying the principal deficiencies of FDA's current treatment use protocol and IND 
process and recommending an alternative. I look forward to seeing you on February 4, 
When should 1 arrive? 


Best regards, 



Attachment 
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Emord & Associates, P.C. 

1050 Sevemteenth Sieeet, N.W. 

Sure 600 

Washington, D C. 20036 

Phone; (202)466-6937 
Fax: (202)466-6938 
E-mail; www.emobd.com 


February 2, 1998 


The Hon. Dan Burton 
Chairman 

House Committee on Government 
Reform and Oversight 
2157 Rayburn House Office Building 
Washington, D.C. 20515-6143 

Re; Federal barriers to patient access to treatment 
Dear Congressman Burton: 

This letter supplements my written testimony before the House Conunittee on 
Government Reform and Oversight and is offered for the hearing record. It focuses on 
federal regulations now in place, explains how those regulations are interpreted by the 
Federal Food and Drug Administration (FDA), and recommends a legislative reform that 
would remove barriers that impede competent, fully informed patients (diagnosed as 
terminally or chronically ill) from exercising freedom of informed choice in the selection 
of promising experimental treatments. 

I start with a bias in favor of the terminally and chronically ill. As a matter of 
principle, I believe a terminally and chronically ill patient's right to life and liberty 
encompasses the freedom to accept or reject any treatment recommended for disease. I 
believe each such patient rightfully the master of his or her own body, possessing a 
property right in that body, a right the state may not deprive without a compelling interest 
and due process of law. Actions that make premature death inevitable, such as FDA 
decisions to disallow a terminally ill patient access to an experimental drug when 
approved drugs fail, constitute arbitrary deprivations of life without a compelling interest 
and without due process of law. 

In Cruzan v. Director, Mo. Dept, of Health, 497 U.S. 261, 278 (1990), the 
Supreme Court recognized a constitutional liberty interest in a patient's rejection of 
unwanted medical treatment, even if that decision contributed to the death of the patient. 
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In Washington v. Glucksburg, 1 17 S.Ct. 2258 (1997), the Supreme Court refused to 
recognize a constitutional interest in taking life-ending medication for the purpose of 
alleviating the pain and suffering of chronic or terminal illness. The Court found no 
historical recognition of a suicide right in Anglo-American jurisprudence. Several 
members of the Court did indicate, however, that were the case one of state denial of 
palliative care for the chronically or terminally ill, a constitutional liberty interest would 
be implicated. 

Surely a liberty right that protects a patient's decision to reject treatment (and 
thereby hasten death) cannot logically be limited to a freedom to die through rejection of 
life support. That right must also protect a patient's decision to fight for life when FDA- 
approved drugs have failed (through the ingestion of experimental drugs). In the case of 
a terminally ill patient who fights for life, the right to liberty becomes inextricably 
intertwined with the right to life (the freedom to control one's biological destiny and fight 
for survival through promising, experimental therapies). A government violates the 
liberty and life rights of its terminally and chronically ill when it effectively compels 
them to rely on failed treatments by denying them access to experimental alternatives. 

Under its statutory mandate, the FDA starts with a legal bias in favor of 
preventing the distribution of any unapproved drug until it has determined whether that 
drug is both safe and efficacious. The avowed purpose is to protect the public from harm 
by ensuring that no drug is marketed that is either unsafe or inefficacious. That purpose 
would appear served for illness that is curable with approved drugs, but it is disserved for 
illness that cannot be cured with such drugs. Indeed, rigid adherence to the position that 
only approved drugs can be used to fight illness is a death sentence for those patients 
whose illnesses are presently deemed incurable. In the case of the chronically and 
terminally ill, the aim of protecting against harm is best served by a frank recognition that 
in the absence of an approved cure, experimental drugs provide the only hope and should 
not be withheld. If our government truly values life, it will not stand in the way of a 
chronically or terminally ill patient's access to experimental alternatives but will craft its 
laws to make such access convenient, when based on fully informed consent. 

In apparent recognition of the need to afford limited access to experimental 
alternatives, the FDA has adopted regulations that permit investigational drugs to be used 
under either a "treatment protocol" or a "treatment IND" (21 C.F.R, §§ 312.34; 312.35). 
The acronym IND stands for "investigational new drug" application. Under this system, 
the patient may only use drugs that are, in the first instance, made available by a 
corporate sponsor or clinical investigator and, in the second, approved for the use by the 
FDA. Through one route, a sponsoring company can file a treatment protocol with the 
FDA under an existing Investigational New Drug application. Implementation of the 
protocol must receive FDA approval. Through another route, a clinical investigator or 
licensed practitioner can submit his or her own Investigational New Drug application and 
receive a drug from a sponsoring company or clinical investigator for treatment use. 
Under what is frequently termed a "compassionate use exemption," FDA will authorize a 
treatment use outside IND protocols if certain criteria are met. 
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To start, only the corporate sponsor or the clinical investigator may file a 
treatment protocol, a treatment IND, or seek a compassionate use exemption. As a 
consequence, a terminally or chronically ill patient or his or her physician must first 
convince a corporate sponsor or clinical investigator to agree to make the drug available. 
There is a natural disincentive for the sponsor or investigator to do so. They seek 
ultimate approval of their experimental drugs from FDA and generally do not want to risk 
losing control over trials involving the drug. They have expended enormous resources in 
designing protocols that include patients who are the best candidates to establish the 
efficacy of the drugs. When patients outside protocol requirements are given access to 
the experimental drug, they mcrease the risk that data collected from their use of the 
drugs will be negative and will jeopardize overall dmg tqtproval, thus forfeiting all 
money expended for the drug's development. In addition, investigational drugs are 
expensive and sponsors and investigators caimot charge a market rate for the dmgs 
distributed to patients. As a consequence, many corporate sponsors and clinical 
investigators routinely deny terminally and chronically ill patients access to their 
investigational drugs. While a licensed practitioner can file a treatment IKD, that IND is 
of no use if a corporate sponsor of a drug refuses to make it available fearing the effect 
clinical data will have on drug approval. 

In addition, even if a sponsor or investigator will file for FDA approval of the use, 
the FDA will, in the last analysis, decide whether that use is ^proved. In exercising its 
discretion FDA can, and frequently does, second guess the judgment of highly trained 
practitioners with specific expertise in the disease concerned as well as the judgment 
informed by years of clinical experience with the patient of the attending physician. If 
FDA is not satisfied that there are no comparable or satisfactory approved dmgs or 
therapies, it will deny access to the dmg. It will do so even if it finds, contrary to the 
expert's advice and counsel, that a chronically or terminally ill patient may benefit from 
continued treatment with an approved dmg or therapy that has previously failed to cure 
the patient's illness. It will do so even if the patient is fully informed of known risks and 
benefits of the approved treatments and seeks an alternative treatment, aware of the 
potential risks of that treatment. It will do so even if the patient refuses the approved 
dmg or therapy and indicates that he or she will choose death over continued use of the 
approved dmg or therapy. In short, in the last analysis, FDA substitutes its judgment for 
that of the patient, attending physicians, and medical experts. It has the power to (and it 
has in fact) overruled the recommendations of attending physicians and medical experts 
and refused access to experimental dmgs on three occasions in my experience. 

Moreover, those who review treatment use requests, examine a comparatively 
small amount of data before making their decision and lack specific education, training, 
and experience in the precise kind of disease under review. It would be virtually 
impossible for FDA to hire and retain scientific experts conversant in the science and 
latest findings on every kind of terminal and chronic illness. They do not do so. Instead, 
they rely on a few skilled professionals to make life or death decisions on all manner of 
terminal and chronic illness, despite the &ct that they fi-equently lack a thorough review 
of the scientific literature, clinical experience in the treatment of the disease in question, 
and any detailed scientific understanding of the active constituents in the investigational 
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drug in question. They lack the time to review the entire clinical history of the patient 
and, so, do not do so. They lack the time to review MRIs and other best evidence of the 
patient's condition, and, so, do not do so. They frequently only have sufficient time to 
examine a limited, paper submission filed by the sponsor or investigator and make a ”go - 
no go" determination on that. Incredibly, the FDA makes life and death decisions based 
on this limited review and there is, effectively, no recourse for a patient denied access. 

Based on my experience and that of my colleagues, 1 believe the process heavily 
influenced by political, rather than scientific, factors. Indeed, a patient who has 
connections in Congress, can afford to hire attorneys to wage a battle with the FDA, and 
can acquire media attention for his or her plight is more likely to receive approval from a 
reluctant FDA than one who has neither the contacts nor the money to pay for such a 
campaign. The process thus discriminates against those who are least able to defend 
themselves, the chronically and terminally ill who lack financial resources. For the poor, 
the system is a cruel one, affording no alternatives. 

To correct the deficiencies of the present system. Congress should: (1) remove the 
disincentive from sponsors and investigators' supplying investigational drugs to attending 
physicians for use in the treatment of chronically and terminally ill patients who fail 
outside protocol requirements by prohibiting FDA from evaluating data obtained from 
such uses unless requested by the sponsor or investigator; (2) allow attending physicians 
to administer investigational drugs acquired from sponsors and investigators upon (a) 
establishing that the patient is chronically or terminally ill; (b) attesting to the fact that 
approved drugs and therapies have either been tried unsuccessfully or refused by the 
patient; and (c) obtaining a written, fully informed consent from the patient that specifies 
known risks and benefits of approved drugs and therapies, perceived risks of the 
investigational drug, and patient signed approval for administration of the investigational 
drug; (3) remove FDA from the business of approving treatment uses for chronically and 
terminally ill patients who fall outside protocol requirements by instead allowing 
sponsors and investigators to make that decision and merely report treatment use 
distributions of the drug to FDA; (4) deny FDA authority to halt such treatment uses to 
instances in which the Department of Justice through the United States Attorneys' offices 
has instituted criminal proceedings in federal court against a sponsor or investigator on 
grounds that the sponsor or investigator has engaged in fraud against the United States or 
against the treatment use patient or patients during the clinical investigation; and (S) 
permit sponsors and investigators to charge patients for drugs distributed for such 
treatment uses. 

The new system described here is effectively brought about through the Access to 
Medical Tieatment Act. The envisioned reform would dramatically decrease the ability 
of the FDA to block patient access to promising investigationa] drugs. All requisite 
safeguards would still be in place. In operation, the system described in the paragrsq>h 
above would work as follows. A chronically or terminally ill patient, on the advice of his 
or her physician, would execute a consent form. The form would describe the ^iproved 
drugs and therapies for the patient's disease and their known risks and benefits. It would 
also describe the known risks associated with the investigational drug, and it would 
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include the patient's consent to administration of the investigational drug. The physician 
would send a copy of the consent and other clinical information to the sponsor or 
investigator, as the case may be, and seek access to the investigational drug. The sponsor 
or investigator would then determine whether to make the drug available and would 
report to FDA any distribution of the investigational drug to a physician for 
administration based on a treatment use. The sponsor or investigator could charge the 
patient for the drugs distributed for treatment use outside approved protocols. The FDA 
would be barred from taking into account for drug approval purposes any treatment use 
by patients outside approved protocols unless the sponsor or investigator wanted FDA to 
do so. In those rare instances when a sponsor or investigator perpetrates a fraud against 
the government or the patient, FDA would rtot handle the matter in the first instance but 
by the Department of Justice through the United States Attorney's office. If a USA were 
to file suit alleging fraud against the government or a patient by a sponsor or investigator, 
the FDA could then order a halt to the treatment use. 

This revised system provides appropriate safeguards gainst unlawful marketing 
of unapproved drugs at the same time that it disarms FDA from abusing its power by 
denying chronically or terminally ill patients access to experimental drugs when FDA- 
approved alternatives have failed. It also removes FDA from the business of second 
guessing the judgments of patients, attending physicians, and medical experts and, 
instead, commands FDA to honor their requests unless the United States institutes actions 
against the sponsors or investigators from whence the drugs come. 

The Committee's attention to this ttuttter is long overdue. A resolution that will 
cause the FDA to respect, instead of flout, the wishes of the chronically and terminally ill, 
their attending physicians, and medical experts is sorely needed. 


Sincerely, 
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RESEARCH INSTITUTE. INC. 



June 25, 1996 

VIA FEDERAL EXPRESS 


Paul Z i n u ne nn aa, C.S.O. 
FDA/CDER Oiwdogy, HFD-ISO 
1451 Rodcvnie Pike 
Rockville, MD 20852 

RE: IND #43,742 


Dear Mi. Zimioenaan: 

I em beteby tubmltting tbiee oopiea of the ^^ialico for CompaHiaoate Exeei^ioB to the 
Protocol in IND #43,742 foi Roiius Ritier. b Ibe ittadied docnmeata.you will find a ihoct 
patient hiatciy and a laiiODala lor tbs treatment with AntineoplattonB and an explanatm why the 
padent does not fit under tba original protocols under the IND. 

lUa patienfs treatment will be conducted accotding to Protocol BT-21. Hie Intoimed Consent 
Form will be the same as lequired by Protocol BT-21. 

The patient will leoeive treatment under my care. 

Sincerely youis, 

Stanislaw B. Buizynski, M.D., Ph.D 


12000 RICHMOND AVENUE • HOUSTW. TEXAS 77082-2431 • 1713) 597-0111 • FAX (713) 597-118^ 
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appucahon roR compassionate exception 

TO THE PROTOCOL IN IND #43,742 


Padenfs Name: KNIER, Roman 
Diagnosit: Glioblaatoma multifonae. 

Sponsor: Bimynsld Rnsearch Instituta, lac. 

Principal Investigatoc: S. R. Buizyndi, MJ>., Ph.D. 


Short Patient History 


The parient is a 63 year old white male who baa been diagnosed with left frontal lobe 
glioblastoma mtilrifiitme confirmed by biopsy. The diagnosis was confirmed by Dr. Lucy Roilce 
at Children's Hospital of PhUadelphia. On May 3, 1996 a left frontotempoial cnniolomy was 
p erfo r med. The patient has significam aphasia wHb no attempt to coinveise, impairment in 
reasoning and short-term memory loss. The patient has decided to first puisue eonventional 
means of treatment with BQIU and radiotherapy which will be completed on July S, 1996. The 
total amount of radiation at the time of compl^on will amount to 5940 cGy. An interim CT 
scan performed on June 6, 1996 halfway dirough the radiation therapy has indicated stable tumor 
size in spite of fiutfaer cUnical deterioration of the patient. It is proposed that the patient be 
admitted to take the treatment with Antlnet^lastons according to Protocol BT-21. 

Rationale tor Theatmeni with Antineo nlastOn AIQ and AS2-1 

The patient is suffering from a highly aggressive form of a neoplasm for which no established 
cuiarive protocols are avaiiable. I have been informed that the patient's son, Mr. Steve J. Knier, 
has consulted with tlnte employees at the FDA and he has bem Infbimed that Compassionate 
Eacepcion will be granted to his father, Mr. Roman Knier as soon as the application is submitted. 
This application is being submitted bued on the information obtained fitm the patient's son and 
at the patient's request. 


June 25, 1996 


T:cm 




S. R. Bu: 


M.D., Ph.D. 


12000 RICHMOND AVENUE • HOUSTON. TEXAS 77082-2431 • (713)597.0111 • FAX (7 13) 597-1166 
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FOOD AND DRUG ADMINISTRATION 
OFFICE OF DRUG EVALUATION I 



DIVISION OF ONCOUIGIC DRUG PRODUCTS 
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RESEARCH INSTITUTE, INC. 


November 18, 1997 


FEDERAL EXPRESS AND FAX 


Paul Ziaunennin, CSO 
FDA/CDER Oncology, HFD-150 
1431 Rockville Pike 
RockvUle, MD 20832 ' 

RE: IND #43,742 
Serial #t48 

Dear Mr. Zinunerman: 

I am beieby aubinitting tbree copiea of the q)pUcalion for Special Excepfion to the Protocol in IND 
#43,742 for Richard D. Klatzco. In the anaebed documents you will find a short padent histoiy 
and a rationale for the ctesiment with Antineoplastons and an explanadoo why the patiem does not 
fit under the original protocols under the IND. 

This palieoi's treatment will be canduaed according to Protocol HN-2. The Informed Consent 
Form will be the same at required by Protocol HN-2. 

The patient will receive treatment under my cate. 

Sincerely, 

Stanislaw R. Burzynski, M.O., Ph.D. 


SRB/cf 


1 :0Cl' RICHMOND AVKNI'K* I « v iSTrIN. TFV rs Mil • (,!!>ll I'l: I'l 1 1 • FAY Oil W7-I1M 
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APPLICATION FOR SPECIAL EXCEPTION 
TO THE PROTOCOL IN IND #43,742 
SERIAL #868 

Patient's Name: KLATZCO, Richard D. 

Oiagnoals: Squamous cell carcinoma of the pyrifoim sinus, stage III 
Sponsor. Buizynski Research Instilute, Inc. 

Principal Investigator: S. R. Burzynski, M.D., Fh.D. 


Short Patient History 

Hk patient is a 46 year old white male who noted a lump near the angle of the right jaw in April of 
1997. Fine needle aspiratioa was p erformed on August 22, 1997 snd the pathology was consistent 
with granulomatous inflammatlott. On August 29, 1997, he underwent excision biopay of the right 
neck mass and the findings were showing mrtastiitic poorly differentiated squamous eell careinoma. 
The size of the mass wu 6 x 3.5 x 2.5 cm. it was an encapaulaled and imgularly shaped nodule. The 
ENT examination at this time was grossly normal. His staging was T1 N 2b MO, Stage IV. On 
September 4, 1997, be had an MRl scan of the neek showing right neck adenopathy with several 
enlarged up to 2.2 cm in length tight neck lytttph nodes in the spinal accessory and internal jugular 
nodal chains. On September 5, 1997, CT scan of the chest showed no evidence of chest mass or 
metastases. The poa^biUty of chemotherapy and radiation therapy was discussed with the patient, 
but declined. On September 1 0, 1 997, he usderwait direct miciolsryngosconr with random Wopsies 
of right pyriform arid tight base of the tonge and nasal endoscopy with biopsies of the oisophsiynx. 
He tolerated the procedure well. The pathology report showed poorly differentiated predominantly 
non-keratiniziiig squamous cell circinoma in the ri^t pyrifoim sinus. No evidence of malignancy 
St. the base of ^_,tpogue. No sbnoimality of the tongue. No evidence of malignancy in the 
nasopharynx. (^''October 3, 1997, MRI of the biain, face aral neck showed pathologic 
lymphodetupathy with large right jugulodigastric node. No primary tumor mais was identified in 
the soft tissue of the neck. The size of the jugulodigistric n^e was 2.4 x 1 .6 cm in Ibe tnnsaxiai 
dimension and 3.3 cm in Gianiocaudal dim^on. On October 22, 1997, the patient bad CT of the 
head with normal ventricles. No abnotmsl imra or exttB.axial masses or fluid collections were 
visualized. No shnormal enhancing lesions were presem. CT of the neck revealed soft tiasus ftiUness 
in the left fossa of Kosenmuller suspicious for neoplastic process and further workup was suggested. 
There was a large lymph node in the tight Gitotid space vtich measured 1.8 cm x 1.0 cm. Bone scan 
of October 22, 1997, ahowed no scintigraphic evidence of metastatic disease. There were some 
benign left disttl foin^ lesioos which were not compittbJe with metastatic disease. Chest x-nty on 
October 22. 1997 showed no evidence of intiathmeie metastases. Clear lungs snd normal bean were 
identified. An MRI of the neck performed on November 5, 1997 showed in enhancing soft tissue 
mass in the tight pyriform sinus which messutad ippeoximately 0.8 x 1.9 cm and right jugular 
adenopathy. Tha node measured tpproidntteiy 2.0 x7.7 cm. Otiietwisc, there was no sigoificint 
adenopathy within the imck. 

I JOCO RICHWt'iNl') AVENUE • HtX tSTlTN. WVAS 77C«!-?ttl • (lEU WTju II •FAX (Jri) W-l l«r 
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TO THE PROTOCOL IN IND I'43,743 , SOilM. f 868 
Patient's Name: KLATZCO, Richard D. 
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Rationale for Treatment with AntineopUstoa AlO and AS2-1 

The patient has a pathology confirmed squamous ceil carcinoma Of the pyriform sinus. The 
enhancing mass in the right pyriform sinus measures less than 2cm in diameter and there is also 
one internal jugular lymph node which measures 2.0 cm x 2.7 cm. The patient was ofliaed to 
receive radiation therapy, but he declined that option. The patient doM not qualii^ for the 
admission to the smdy because his disease Is not advanced enough to meet entrance criteria. 
Therefore, we are applying for Special Exception on behalf of the patient to be able to receive 
treatment according to Protocol HN-2. 




S. R. Burzynski, 


SRB/cf 
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DIVISION OF ONCOLOGY DRUG PRODUCTS 
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permit thte patient to enter onto an experimental study with and agent that has 
not been reported to ever result in a tumor response In a patient with head and 
neck cancer. The request therefore cannot be granted. The patient is most 
strongly encouraged to reconsider hie opposition to the treatment being erfforad 
at the University of Chicago, and begm therapy at onca. It should also be noted 
that the repHea to thia request were providsd within 24 hours of receipt by the 
Division. 
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FOOD AND DRUG ADMINISTRATION 
OFnCE OF DRUG EVALUATION I 



DIVISION OF ONCOLOGY 
DRUG PRODUCTS 

CDER Oncologjr Group (HF1V150)| EarUawn Boildiaf 
SdOO Fbhen Laaa, BocInrOa, MD 20SS7 

THIS DOCUMENT IS IKIBNDBD ONLY POX THB use OF THE Party TO WHOM ITIS ADDRESSED AMD 
MAY CONTAIN INFORMATION THAT IS PRIVILBOED, COPffIDENIlAL AMD PROTECTED PROM 
DOCLOSURB UNDER AFPUCABLS LAW. IfyaiimaalteadbMttt,erap«naDaafae(iaHitoMiwtha 
docviiat to tb» iddMM TM n iMTitr aoliflad tut taf noinr, dWonBib Bamiaato er aba- aaa b*Md «o 
lha ooBtaa gf ttia c nmniiwlna i nn U nm l Utht i ia M. KjnahavancamdttiidoeaaatiBafTw.pleaaaimadiai^ 
Bfiti^iiatiytalaoboaaaidraaniltlauaalthaabonadAaa^iBaiL Tiaakjoii. 

PHONE: (301) S94-2473 PAX: POI) S»4<049S 

TO: 'fty. OtoT E"! !»>•< W.: 

2L2 S97-/fc6 

PKOM: ^i»a»Ar»^w«> 

Tout number of pam,ia«hidiBgcevtrAMC; 


Date: ^ 


COMMENTS: 
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UErArTMINT Ot HEAITn « tWMAS Sf*VlCU 


PubHc HmMi Strviat 


Feo« and O1V9 Adminimtiort 
MD 2097 

IND 43,742 

CERTIFIED MAIL g 

RETURN RECEIPT RECUESTEO 

Burzy'ol^l Institute, Ino. BIN I ji vm Si 

12000 Richmond Avenue, Suite 260 I « 1896 

Houeton, Texas 77082-2431 

Attention: S.R. BurzynsU, M.D., Ph.0. 

Deer Dr. Burzyntkl: 

I am writing regarding Zachary McConnall, a patiant you seek to enroll on 
Antinaoplastona injaedona under your IND 43,742. 'Hiia raquatt was 
praviouily addraased In our latter ts you dated May 23, 1 886. In that latter, 
we advised you that baaad on the limited Information you submitttd, we could 
not conclude whether the adndnistration of andneoplastons in this patient was 
appropriate. However, we permitted administration of the drugs to condnua 
for 1 5 days, provided that you eubmittsd to us specifisd additional Information 
regarding the patiant. 

Those ffftaan days expired on June 7, 1996: but we did not receive any 
additional information from you. We did receive limited Information on the 
afternoon of June 7 from Mr. Jonathan Emord, an attorney representing the 
patient. We informed Mr. Emord that we must receive Information directly 
from the INO aponeor seeking permission to administer the drug; and that the 
information we needed to make e final decision on this raquest was specified 
In our letter to you of May 23, 1996. We further informed Mr. Emord that we 
would extend the data by which we must receive the required additional 
Information regarding this patient until June 24, 1 996. We stated that 
'Administration of antineoplsstons may not eontlnua beyond that data unless 
we receive from the Bunynski Research Instituta'the information requested In 
our letter of May 23, 1996.' 

We acknowledge your June 13, 1996 communication to Catherine M. Cook, 

Esq., of the Food and Drug Administration, that was sent to her by facsimile 
on June 12, 1896. You Identify this communicatldn as your official response 
to our May 23, 1 996 latter. Your June 1 3, 1 996 communication contains the 
Information that was previously provided by Jonathan W. Emord, Esq. in his 
June 7, 1 996 facsimile communication to Dr. OsLap. We will IrKluda this 
communication In your INO 43,742. However, all future correepondanca 
regarding INO matters must be sent by you to the IND, In accordance with 
regulations, as we have previously advised you. 



219 


IND 43,742 
Pag* 2 


Th* information providod in those submissions is not what we requested 
conoerning Zachary MeConnali, and Is not adequate for us to conclude 
whether continued administration of Antineoptaatons to this patient may be 
permitted. Our greatest concern is that if there Is a standard therapy aveilabte 
that has a significant iikeiihood of curing this child, this standard thorepy 
should not be abandoned In favor of administration of unproven investigational 
products. Your submiesion of the letter signed by Mr. Emord, and th* affidavit 
of the patient's father regarding his understanding of his child's condition, has 
given us soma further insight into this pstiant's illness but does not give us the 
Information we need to address this concern. 

Piease ba advised that if you wish to pursue your request to continue to 
administer arttlneoplastons to Zachary MeConnelt under your IND, you must 
provide us with additlonai information regarding this patient, no later than June 
24, 1 996. After considering the information you have provided to date, the 
additional Information we require includes: (1) a statement from a physician 
with specialized training and experiance in the treatment of pediatric brain 
tumora, indioating that failure to administer the radiation therapy to this patient 
as previously planned would not aignifioantiy affect his ohanoes of being cured 
(considering the surgery and chemotherapy he has already reoaived); and (21 
copies of rapofta (signed by the attending radiologist) of the MfU scans that 
ware performed on February 7, 1996 and Aprfl 26, 1996, and repnrt.^ of any 
other MRI scans or CT scans that may have been performed between February 
7 and April 26, 1996. 

We appreciate the urgency of this situation, and we hope that you will 
promptly provide us with ^e Infonnation w* need to ensure that this patient's 
care is not being oompromised by the administration of Antinsoplastons. 

if you do not provide us with th* information we need by June 24, then 
administration of antinsoplastons to this patient must oeasa on that date. 

Once again, w* want to emphasize that this letter does net excuse any 
violation* of law or failures to comply with the IND regulations that may have 
occurred. 


Robert J. OeLsp. M.D., PmD. 

Director. DIvlaion of Oncology Drug Products 

Office of Drug Evaluation T 

Center for Drug^Evaiustion and Research 
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Th* Information providad in thaae aubmfaaiona la not what wa raquaatad 
ooncaming Zachary McConnall, and It not adaquata for ua to coneluda 
whathar oontinuad adminiatratlon of Antmaoptaatona to thia patient may be 
parmined. Our graateat concern ia that if there ia a atandard therapy available 
that haa a eignifieant likelihood of curing thia child, thia atandard therapy 
ahould not be abartdoned In favor of (Klminiatratlon of unproven Invaatigational 
producta. Your aubmiaaion of tha lettar aignad by Mr. Emord, and the affidavit 
of the patlent'e father regarding hie underatandlng of hie child'a condition, haa 
given ua aome further Inaight into thia patienfo ilineaa but doea not giva ua the 
Information wa need to addreaa titia concern. 

Pleaae be adviaed that If you with to puraue your requeat to continue to 
adminiatar antineoplaatona to Zachary McConnell under your IND, you muat 
provide ua with additional Information ragardfng thia patient, no later than June 
24, 1996. After conaidering the Information you have providad to data, tha 
additional Information wa require includea; (1) a atatamant from a phyaieian 
with epaeiailxed training and experienee In the treatment of pediatric brain 
tumora. Indicating that failure to adminiater the radiation tharepy to thia patient 
as previously planned would not algnlfioantiy affect his ohanoee cf being cured 
(conaidering the surgery and chemotherapy ha haa already receivad); and (2) 
copies of rapnrta (signed by the attending radiologiat) of the MRI scans that 
ware performed on February 7, 1996 end April 26, 1996, and reports of any 
other MR! scans or CT scans that may have been performed between February 
7 and April 26, 1996. 

We appreciate the urgency at this situation, and we hope that you will 
promptly provide us with the Information wo need to ensure that thia patient's 
cars Is not being oompromised by the administration of Antineoplaatona. 

If you do not provide us with the Informstion we need by June 24, then 
administration of antineoplaatona to this patient muat oeass on that date. 

Once again, we want to emphasize that this lettar does not excuse any 
violations of law or failures to comply with the IND regulations that may have 
oecurred. 


Robert J. DeLap, M.D., Ph.D. 

OIrootor, Division of Oncology Drug Products 

Offica of Drug Evaluation I 

Center for Drug Evaluation and Reaeareh 
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PuWa MmMi S«rv(c« 


IND 43,742 

CERTIFIED MAIL 

RETURN RECEIPT REQUESTED 


Peed md Oug Adrevusvedoe 
nochvHe MO 20887 


'Burzynoki Reiearoh Inititutc, Inc. 

12000 Richmond Av inu*, Suii« 260 JUN 2 i tS96 

Houiton, TaxM 77082-2431 

Atuntfon; S.R. BurzynakI, M.D.. Ph.O. 

RE: Spaeial axcaption raouaat for patient 2achary McConnell 


Daar Dr. Burzyneki: 

Wa hava racaivad your June 20, 1 996 latter (tent to ua by facalmlle 
tranamlaaion on June 21, 19961, which reapottda to our June 14, 1996 latter 
eonceming Zachary MoConnall. Your latter atatee that It will not bo poaalbla fc r 
you to provide the addltlonai Information wa have raquaeted by June 24; but 
you expect to be able to eddraaa our raqueats by July 10, 1 996. You further 
state that It may not be poaaibla to obtain an opinion from a physician 
spsoializad in the treatment of pediatric brain tumors, but you may bs able to 
gat the opinion of a neuro-oncologist who has revlawad the literaturs on PNET 
and has raviawad Zachary's case. 

Again, our primary concern Is that this child should receive the best possible 
care, to minimize the ohancas of racumanca of his malignancy. 

Wa understand that PNET Involving tha brain la a rare mallgnanoy, and it may 
take some additional time for you to obtain an authoritativa opinion nigardlng 
tha Importanca of radiation therapy In tha treatment of this child. However, we 
are also conoarnad that If radiation therapy is needed to control Zachary's 
cancar, than withholding this treatment may not be In his best rntarast. In 
other forms of cancar, radiation therapy works bast to eradicate cancer calls 
when tha carKer la vary small or microscopic. Tha worst possibility is that if 
Zachary's tumor has not bean cured by the beatmeirt he has already racaivad, 
than withholding radiadon therapy undi there Is evidence of tumor prograaaion 
could substantially reduce his chanoae for cure. It is unclear why the opinion o 
an experianoad radiotherapist was not obtained by you prior to beginning 
antinaoplastons. 
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Since you are actively attempting to cbtain the information wa have requeatad, 
wa will agree to the extenaion you have requeatad (to July 1 0, 1 996). As you 
propose, wa will accept a atatament from a phyaioian with specialized training 
and experience in the treatment of brain tumors who has ravlewad the latest 
literature on treatment of PNET of die brain In children and the deuUa of 
Zachary's case (Indicating that faihira to administer the radiatien therapy to this 
child aa pravlouaty planned would not aignificantly affect his ohancea of being 
cured, considering the surgery and chemotherapy ha has already racelvad). We 
wrill also look forward to rscalving tha radiologist's report you have promised, 
imarpreting all of tha brain searM performed between February 7 Hid June 21 , 
1996. 

If you do not provide us with the information we need by the new date of July 
10, 1896, then administration of anttnaoplastons to this patient must cease on 
that data. 


Sinceraly yours, 

Robert J. OeLap, M.D., Ph.D. 

OIraotor 

Diviaian of Oncology Drug Products 

Office of Drug Evaluation I 

Centar for Drug Evaluation and Rasaaroh 
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RESEARCH INSTITUTE. INC. 


‘i 


IND# 43.742 
SaalKI 304 

VIA FEDERAL EXPRESS 

OclalMr2S, 1996 

PmiI T i mnMwif ^ CS.O. 
PDAA33eR ODBola|y.HFD.l$0 
14SlltoekvikPSDe 
RodnBikMD 2aU2 


BE: 


pTNfr. Zini i Hnu- 


I htrtby, three oopiet of the ^iplleetion of ronniM i nnrt e e wq it i o n to the 

protocol m IND* 43,742 IbrluieMeMnien. btheHttchaddooiamiyouiiafindaifaoit 
pMjwhlinofyendtidoBelofcrlfaetmamn l wlth AoltoeopleaoMindmei p I meinn ofeiilv 
the piiiBt dM not qttiBQt Bv <!>• oobIbiI pMood onder the IND. Tlae pKat*! Mtaeet 
wjDbecooAictedaaaatdngtoPtalooolBT^. TheiidbraiedcaiiieatfinnwSIbeiheieiaeee 
provided by Protocol BT.9. 

The petku wO receive tTHtmeot under my ceie. 


Sinoetely, 

S JL Bu^nrid, MD, PhD. 

SBBAdc 

EockMUR 


12000 fUCHMONO AVENUE • HOUSTON. TEXAS TTOn-Ztll • 
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RESEARCH INSTITUTE, INC. 


APrUCATION FOR COMFASSIONATE EXCEFTION 
TO THE ROTOCOL IN DUD # 43,742 
SbM* 304 


FMiaii’> Nmiei 
Itimmiri' 


MCMIUAN.Juli* 

1. L<4lRa4ilUMglicm>. 

2. MbMi meOituc. 

3. PopfayriL 

4. Qateaem 


Stanton 

fimdfiUmmSgtUm 


BuiqaU Renuck Inailijts, he. 
S JR. Bmzjarid, MD., AD. 


Jiilii a 1 71 .yoHU CaKuaD fenale «ih iiiiilli>le mtdied pioUan Deluding bnin hmar. diibetet 
BMllihii, ponihyik and tlaHOBa. 

Tlw paiaa fW h Iheaidar tt 1990 having a doMd land iquiy. Ihn «a> nn lota ef cooKHuneia 
ha At denhpad pwlaioal tliqihtw aeca that day. ShamanMnnallyavaliaiadaodaibatquaaly 
diteovtnd to hava bodi aduk oaaa dabata mtHilna avaanal^ l a quitia g htalh ihanpy fix 
iBiaganat Htr a o ua a m atdaMdda hu ta iaat ltdtaaiaecBanaiihaieaftrMMcFlhBhiamafcidi 
laMahd a M fiantal kba laaon h Manii 1993. Htr cneelogia dh not laocpaaatd th a m aheny y or 
tadadon a tUa tha and ahtad da aaa to HoOaid to aaa hoeacpahic odhihr hahaifiag tha^ 
oooiWagoFtt«fatBaeid,aniB»acidAaiooiancacid,adCOBiDm. She did anU ad npoMd tha 
danpyaq^aathtlairia Apiil 1994. Ha nxac laoaa MXl oFlhe bnh floe Stplaaber 10, 1996, 
lavaM a laga ooaidR matt wih bodi toiid and cydic o o mnai a itt h Ae lift flontal lobe ^nefa 
appana to adie floB Ibe floor oFtfaaaaeriarcaBialtaBiaarflamtdhai Tbae la oonathnUe 
edtna and oati eBhct aidi tbit ItBon and nariad da flaini ^ of the wa dT ii a i l a r ayaum and aianor 
aapeotafdaoonxaooDaaBntndtvBSeantaubftieaalaniWantodanidt. Sbchathadaoaaivo'. 
hiopty or danaflaopy. 

k ia pnpoaad that Aa paiait ain leoane tnannan acoonbag 10 PiBood BT.9. 

°-«*~-t»t~' Tr,a— nfwkli Aah— daaw . Ain a.o.i 

Ma. MAlilhB hat mikipla aaAoal paoblnaa BcUiig aanla depandad diabtatt nallilna, poipfayria 
and ghu oan a . Thapnt^iaaadoBMofaooapiingpatiBaaaiAdBaiiodiaoirienaodtxitentaoa 
nquaat la nada fa Comptaaionata Eaoqpdoo. 



Ocaobtrll, 1996 
Tide 


IZOtXl RICHMOND AVENUE • HOUSTON, TEXAS 77082-2431 • (711) 597-0111 • FAX (713) 597-1166 



DEPARTMENT OP HEALTH AND HUMAN SERVICES 
PU6LJC HEALTH SERVICE 
FOOD AND DMM ADMMmATIOM 
INVEBTIOATIONAL NEW ORUO APPLICATION (IND) 

(ime 21 , coot Of' FeDeMLWaUtATKHS PAMTSW 




a. AOMiu tnwn orr. fTAJK AW V eoeo 

UOM KICBMOND AVXIOJK. sun MO 
EOUSTON, TEXAS 770ta-M91 



(713) 9974111 


T 1Tf "^ftt ftrtlWr fff 

A10 INJECTIONS 
AS2»1 INJECTIONS 


r. KBICATiaNm /Daiwirf M «Mt 



FHAMmOFCLMCALIMnTiaATieMIOMCaMailCnDl C^HAM I t OMMS 


A urr NUMKRt OF AU fMmATnNM. MUr MUQ AmCAtM cm tat M«, ICW DAUa on AimOBOne AFUATtOM 
d* GA« AM M OMM MACTW fUB <lf cm a«AO|L MB FMOUCT UOBM AFFiJUnCNi (M cm M IFO 
TMI AFFUCAnON 


DOi43,742 






tig!' I I I'l t ,i |..^||. . i ;.yT. 


SSPULNUMafift: 

304 


Q MTIAL MmvrmTIQHFL «W QAUO AHiJOATni dm 

moraooLAacMDMnfTim ■pnmuTWar <imF>iiiifTpd 


0 AOPOm TO CLMCAi MOU 
HOAMWYA eF OW fflf 


0 FQUjOI» 4» TO A MVrnM mAORT 


O w eFT F ROT tl OOt □CTBimTIlYAlBCIWlint.DOY 0 MTULMOmMAEFORT 

OeMuaSMFAQToooL 0 FWAWMarn ngYrraoootoqY QFOUjOUMVTOAMvrnMn 

QMMMVffTNATOR □ OUKAL 

□ iCIFailHTOFDAraOUOrMAtPORIMTIQN Qammiialioort OopicviL co l we iFowcwai 

□ waiaiTFORramTATOieKraFMOTHATDFimGiumi ft CcwpRgBlenate Exception 

WACnVATW. TOWIFTmORDDOOIfTM 


CHSCK ONLr IF AFPUCABLE 





FOAM PDA 1171 (1QA9) 
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November IS. 1996 
DrBu^mki: 

1 spoke widi Julie MoMillan dM moniiiig. She said she doeea’t remember anyone 
teffing her she needed to do anyduag to follow-up on her compassioiiate 
exception. However, I told her what the FDA retpieated. She asked me to relay to 
yondiat 

1. She has icpocts in her chaits foom 4 aenrosoigeons as well as the MRl’s 
coBoetning ha diagnosis of bnin tamer. 

2. has Potphyiia which nstriets ha foam having anesthesia in oida to have a 
biopsy. She hu been told it would be deadly for ha to have anesthesia. She is 
extremely sensitive regsrding chemicals in ha system. 

3. She knows ha brain tamak malignant and the doesn’t want to have sutgeiy 
a biopqr u it may metastaaia. 

1 told ha I would yvetidsmftiriBaliflB to you. She still wants to have treatment 
These reaaoas are why she came here for yota treatment 

Cheiyl 
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PImm r*f*r to your Oetetar 28^ ISM raquMU (racalvad by us on Ootebsr 28, 
1886) eonoamlng Edwsrd J. Rowan (302) and JiM (deM Wa n (304). 8ao attaciwd 
noMa. i 


itaid J. Rowora (603) j 
Wo nquaa t lodapo n dawt oonatmion auppordng your MoaiHon In your faesimllo 
tranamisaion datod Ootobar 28,' 1 8M, ttiot Dio 1 886 laaian lo oocwiatant 1 
a. (ram a naurolo^ or nauraaurgaon). 


jUtoMoMManlSOd) 

1) Wliy haa tha laaion not baan Wopaiad? 

2) Wa rsduira a btopay or b i dapanda m eonauNation from a nouralogiat or 
nauraaurgaan that o oiiflrma tha oumnt laaion rapraa an t a a malig nan t brain tumor. 


Ploaaa ramambar that paliants ipprawod by tha FOA to rocaivo Antinaopl a atona aa 
apaeiai OMOopliona to your atudy prataceia ara atNI undar your INDia). Aa dw 
apeitaor and tl«a oSnieai bwaad g ator. you muat Inaura diat thoy sign informod 
eoitaant (21 CFR Part 60): aaoH totcM axeaptiiin paiiam muat ba appravad, prior 
to tra a tmo nt . by tha IRB that mraa p on a iblo for roviow of thaaa dMcd 
Imraatigollona (21 CPR Part 86): and ail otfiar INO roguiatiotw must ba foDowod. 
A)ao, thooB potisntB eannet bo ehargad for t)w An ti naopjaa t o n a without prior 
writtan FDA approval. 


i) 'bit u ^ 
W'l ■ 





UjiuJ- ci CaJhCAJt 

^ 1^- 

0\IA- 






4, aiUruoi^ 
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FOOD AND DRUG ADMINISTRATION 
OFFICE OF DRUG EVALUATION 1 



DIVISION OF ONCOLOGY DRUG FRODUCTS 


CUBE OMotaiy Graop (BFlKim. 5M0 n*an Lm 
R ackvO*, MaiyiMid 3MS7 

THU DOCUMENT U DnOIDEO ONLY KM 1HB USB OFTHBBARTY TO WHOM IT B AODMBSSBO 
AND MAY CONTAIN INFORMATION THAT B FRIVIUOBD. CONFIDBNTlAl, AND PROTBCTBD 
FROM DISCUMURB UmSR APPUCAILE LAW. Hygu aoi Ckt iRSiim. or i ptim oMlioriiod id 
MIvk dw dnnoKW m Sm tddNMoo. yen on Mnty wiiflad iBk wgr kcvImi, dixiaoun, iHiioodiioitnn. 
coBrlag.on>Oor«odaaMiMoBOoeoo«N»afMieoiiaBaBfcitiooi>«BtiiHimlxil IfyNkmiecalwdlWa 
ilocwim* to xior. ploioo hnaoillNoly »oiiiy m by wlifliiiiinDd wwin Uio i» x ftp itovo oddwa by aafl. 
Hnokyou. 

FHONEi OOl) 594-2473 FAXi (301) 5944M99 

I 

TOPti Burayimld 

713 aa7-U6> 

FROM! Patrick Guinn. CSQ/Proiact Managar 

ToMi numlMr «f pigM. ineiudbio oowr 
PDtt: MawambTZI. 199B 

COMMENTS: INO 43,742^ 

Spaelal •xeiiption trMtment rDqu*»t (33B) 

BurzynaU Raaaarch lnstit««Ta 
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PImm rsfar to your Novombor 18, 1906 roquost (roeoivod by us on Novombar 20, 
1 096) ooneoming Julia MeMHian (33B). 8aa attaohad notaa. 

1 . What typo of porphyda? 

i 

2. Aa statad in our faoaimlla tranamisaion datad Octobar 28, 1096, wa raquira 
indapandarrt oonauttatfon from a naurologlat or nauroaurgaon that eonfiima 
that tha currant laalon rapraaanta a malignant brain tumor. 

Plaaaa ramambar that patianta approved by tha FDA to raoalvo Antinaoplastona aa 
apadal axeaptiona to your atudy protoeola ara atill under your INDis). Aa the 
aponaor and tha ellnioid Irwastigater, you must Insure that they algn informed 
oonaant i21 CFR Part SO); each apaeiat axeaption padant must ba approved, prior 
to troatmerrt, by tha lAB that ia raaporrsibta for review of thaaa oHnioal 
invaadgstlorts (21 CFR Part 66); and all other IND regulations must ba foNowad. 
Also, these patiarm oannot ba ohargad for tha Antinaoplastotts without prior 
written FOA approval. 
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DEPASTMENT OF HEALTH b. HUMAN SERVICES 


Food and Onig Admini auatto i'i 
UpckyRa MO 20867 


CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 

'Burzynski Rasaareh Inatituta, Inc 
1 2000 Richmond, Sutta 280 
Houatcn, Texaa 77082-2431 

Anention: S. R. Burzynakl, M.D., Ph.D. 

Daar Dr. Burzynaki: 

Reasa refer to your Investigational New Drug Application (IND) aubmittsd 
pursuant to section S0S(i| of the Federal Food, Drug, and Cosmetic Act for 
Antinaoplastona A10 & AS2-1 Injections. 

Please also refer to your April 22, 28, 30, May 2, 7, S, 10, 13, 14, 15, and 
1 7 1 998 submissions and our April 16 and 28, 1 998 letters. 

We are concerned about the large number of new patients that you have now 
revealed were started on Antineoplattons between February 24, 1998 and April 
16,1 998 outside your INOs and outside of the many new pratocds you had filed 
to your INDs. At that time, while we ware doing our best to work with you on 
your many new INO protocols, you did not advise ua that you were also 
continuing to start new patients on Antineoplastons outside of your INDs. 

This letter responds to your requests regarding soma of these patients. We want 
to emphasize that this letter does not excuse any violations of law or toilures to 
comply with the INO regulations tiiat may have occurred. 

1 . Regarding Susan Duban; 

Antineoplastons may be continued In this patient with Stage IV 
neuroendocrine carcinoma of the lung provided the infusions are 
tolerated and the patient is monitored carefully for toxicity. 

2. Regarding Albert Frolandsr; 

Antineoplastons may be corttinued in this patient with carcinoma of 
the prostate provided the infusiona are tolerated and the patient is 
monitored carefully for toxicity. 


^ 23 BB6 


IND 43,742 
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3. ( Regarding Zachary McConnell: 


According to the information submitted, this patient with a PNET 
involving the right cerebral hemisphere of the brain received 
chemotherapy followed by only one day of radiation treatment. The 
parenta of the patient decided not to continue radiation because the 
patient became 'very sick* from the radiation therapy and there were 
'symptoms of increasing intracranial pressure'! Antineoplaatons were 
begun on March 1 9, 1 996, only 14 days followii^ the radiation 
therapy. No information is provided regarding the status of the brain 
tumor following surgery, following chemotherapy, or following 
radiation therapy. 

Based on the limited information submitted, we cannot conclude 
whether the administration of Antineoplaatons In this patient is 
appropriate. However, Antineoplastona may be continued in this 
pstiant provided you submit the following information within 1 5 days 
of this notification; the age of the patient, e copy of CT scan and/or 
MRI report providing evidence that the patient has a residual malignant 
brain tumor and a copy of a report from the patient's radiation 
oncologist indicating the tumor is not potentially curable with radiation 
therapy. 

4. Regarding Patricia McPherson: 

This is a woman with Stage IV breast cancer who had previously 
received CMF chemotherapy and is currently receiving tamoxifen 
which was started on January 4, 1996. The status of this patient's 
breast cancer prior to beginning Antineoplastons on April 2, 1996 is 
not adequately described in the submission. 

Based on the submitted information, we cannot conclude whether the 
edminiatration of Antineoplastons in this patient is appropriate. 
However, Antineoplaatons may be continued provided you submit the 
following information within 1 5 days of this notification: reports of 
. appropriate diagnostic studies, including radiological studies, providing 
objective evidence that the cancer in this patient was progressing on 
tamoxifen prior to beginning Antineoplastons. 
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This patient has squamous cell carcinoma of the head and neck region 
- - with involvement of the cervical lymph nodes and oral mucosa. 
Resection of the primary lesion at the base of the tongue was 
performed on April 3, 1 996, ‘followed by the development of 
metastatic nodule on the right buccal mucosa*. Antineoplaatons were 
begun on April 1 5, 1 996, only 1 2 days following surgery. The patient 
evidently had not received chemotherapy or radiation therapy, it is 
unclear from the scanty amount of submitted information whether or 
not this patient is potentially curable with standard therapy Including 
radiation therapy. 

Continued administration of Antineoplaatons in this patient is not 
acceptable. However, we would reconsider a request to continue 
Antineoplaatons if you provide the following information: a detailed 
description of the tumor and metastases prior to beginning 
Antineoplaatons, including measurements and location of each lesion; 
and a written report by a certified radiation oncologist indicating that 
this patient is not potentially curable with radiation therapy. 

6. Regarding Patricia Patroski: 

This is a patient with breast cancer who underwent a lumpectomy and 
axillary node dissection in February 1996. Twenty-two axillary nodes 
were 'inspected and reported for cancer'; the number of lymph nodes 
that were positive is not provided. The patient has been on tamoxifen 
since April 1 , 1 996 and Antineoplaatons were administered orally 
beginning on March 19,1 996. 

The administration of Antineoplastons as adjuvant therapy in patients 
with breast cancer is not acceptable. The administration of 
Antineoplastons in this patient should not be continued. 

7. I Regarding Da vidjmith: | 

This is a patient with Hodgkin's disease who previously received 
'curative' radiotherapy but now has recurrent disease with 
involvement of bone and bone nriarrow. He has not received 
chemotherapy. 
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The administration of AntineoplastODS to patients with Hodgkin's 
disease who have not received potentially curative chemotherapy is 
not acceptable. The administration of Antineoplastons in this patient 
should not be continued. 

8. Regarding Oevin Preble: 

Administration of Antineoplastons may continue, if the patient had 
documented residual, recurrertt or metastatic disease at the time 
administration of Antineoplastons was initiated. 

9. Regarding Jason Homer: 

Adrrtinistration of Antineoplastons may continue, if the patient had 
documented residual, recurrent or matastatic disease at the time 
administration of Antineoplastons was Initiated. 

1 0. Regarding Patrick McLoughlin: 

Administration of Antlrteoplastons may continue, if the patient had 
documented residual, recurrent or metastatic disease at the time 
administration of Antineoplastons was InWatad. 

1 1 . Regarding Adela H. Koffman: 

Administration of AntineoplastonB may continue. 

As you are aware, you miiat obtain written Informed consent from all 
patients receiving Antineoplaatona; and you must obtain IRB approval, prior 
to treatment, for each patient who rseeiveB Antineoplaatons as a single- 
patient protocol exception (including the patients listed above). As the IND 
sponsor, you must notify each of the sublnvastigators of our 
recommendations regarding the patients listed above. 

As sponsor of this IND, you are responsible for compliance with the Paderal 
Pood, Drug, and Cosmetic Act and the reguistiorts promulgated thereuttder. 
Those responsibilities include reporting any unexpected fatal or Ufa- 
threatening experierKes by telephone to this Agency no later than three 
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working days after receipt of the information and the aubmiasion of annual 
progress reports. 

If you have any questions concerning IND 43,742 please coiitact; 

Paul Zimmerman 
Project Manager 
{301)594-6776 


Smcarely yours, 

Robert J. DeLap, M.D., Ph.D. 

Acting Director 

Division of Oncology Drug Products 

Office of Drug Evaluation I 

Center for Drug Evaluation and Research 


cc; 

Carlton Hazlewood, Ph.D. 
Chairman 

Institutional Review Board 
Burzynski Research Institute, Inc. 
1 2000 Richmond, Suite 260 
Houston, Texas 77082-2431 
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Patricia C. Walter 
3183 Weston Street 
Philadelphia. PA 19136-1811 

215-3384374 
215-332-8849 £az 


March 30, 1998 

Congressman Dan Burton 
US House of Representatives 
Washington, DC 20S 10 

Dear Congressman Burton: 

1 am following up on a letter 1 sent to you on January 30, 1998 regarding my husband who has 
had stage IV renal cell cancer for 9 months. Thanks to Dr. Stanislaw Burzynski of Houston, 
Texas: 

• My husband is alive and well, when he was given 6 months to live in June 1 997. 

• As of November 17, he no longer is taking 60 mg of morphine three times a day. 

• He has few side effects. 

• The tumor is reduced by 50%. 

• He has had no occurrence of metastases elsewhere. 

• He has not been ill or hospitalized once in all these months. 

I have been a medical editor for years, and therefore, I know no cure exists for stage IV metastatic 
kidney cancer. Yet, it seems my husband is being cured. Therefore. 1 believe these results are 
profound. Furthermore, my husband has not had chemotherapy or radiation therapy. The only 
treatment he has had is Dr. Burzynski’s antineoplaston therapy. All of these things have been 
documented in an FDA-approved clinical trial in which roy husband is enrolled. 

I Mm writing to ask diet you support Dr. Burmohi’s drugs for a fast track approval hv the 
FDA. 


Antineoplastons have far exceeded <he 10% response rate required for fast tract approval. 
However, the FDA is still stonewalling Dr. Burzynski. 1 am veiy concerned that antineoplastons 
will never be available to the public if someone such as yourselC who truly can make a difference, 
does not step forward. Please encourage the FDA to put these drugs on a fast track for approval. 

As you can see by the enclosed information. Dr. Burzynski has 18 years of clinical proof of the 
effectiveness and safety of antineoplastons. He is currently conducting 71 clinical trials using 
antineoplastons to treat only terminally ill cancer patients. It is coimnon practice for the FDA to 
approve drugs despite clinical trials being incomplete, especially drugs for cancer and ADDS. One 
recent example is xeloda for breast cancer. This is the purpose of the fast tract ^proval process. 

Approval of these drugs wiU also remove die financial burden fi^om dying patients and their 
fiunilies. My hirsband and I have been fi ghting our insurance company since September. We have 
spent over $75,000 for treatment and travel expenses. 



March 30, 1998 
Congressman Dan Burton 
Page 2 of 2 


Pertonal Choice is willing to pay for chemotherapy, which does not work, and for radiation 
therapy, which docs not work. Howeva, it will not pay for a therapy that is working. Dr. 
Buizynsld’s treatment is one-third the cost of chemotherapy and radiotherapy. 

Furthermore, rlespite the fact that retud cell carcinoma is refractory to chemotherapy and radiation 
dierapy, debtors offer both, without regard to the serious medical consequences for and 
debilitating effects on die patient Although all the textbooks state that these treatment modalities 
do not work, doctors disregard the advice of the most reputable men in the field. 

No one is questioning the needless and harmful use of these thoapies, not to mention the 
astronomical costs incurred by insurance companies and the families of dying patients. It is time 
to stop torturing cancer patients and look in a new direction for an alternative treatment for cancer. 

My husband deseves better than this from his government, that is, the FDA. He is a decorated 
Vietnam combat veteran. He fought in an unpopular war and has suffered the consequences for his 
entire life. He served on the Philaddphia Fire Department for 20 years and experienced a heart 
attack while fighting a fire, thus ending his career. During his career, he saved lives and millions 
of dollars in personal and commercial property. Now, no one will help him. 

Please support Dr. Burzynsld’s efforts to cure patients the medical establishment has given up on. 
Thank you. 



enclosures 
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1970s- Over 100 papers published on antineoplastons by Dr. Buizynski (Dr. B) in peer-reviewed 

1990s journals. Hundreds more published in peer-reviewed journals by independent investigators. 

1977 Dr. B published the results of his first group of terminally ill patients treated with injections of the 
original broad-spectrum peptide, Antineoplaston A. in the peer-reviewed journal /’Ayir/o/og/ca/ 
Chemistry and Physics. Most of the 22 patients achieved either significant tumor reduction or 
stabilization; 4 had complete remissions; 2 had reductions of 50% or mote; and in 4 patients the 
cancer progressed. 

1984 The FDA met with Dr. B in their Rockville, MD, headquarters and brought in 10 doctors to 

evaluate slides and laboratory analyses in regard to how well the drug worked in the test tube 
and in mice. They were shown the patient case histories. All 10 were amazed. 

1980s, Successful tests of antineoplastons were performed at the University of Kurume in Japan, where 

1990s the drug has been used for years to treat liver and kidney cancers, including a cure of liver cancer 
in that university’s president. 

1991 Dr. Nicholas Patronas, chief of the neuroradiology section at the NIH, a specialist in reading 
scans and radiographs of cranial tumors, was sent as nart of a panel from the NCI to 
evaluate some of Dr. B’s patient case histories. Of the cases he eiamined, Patronas testified, 
“It’s amazing, the fact that they are living and doing so welL_. These particular individuals 
not only survived, but they didn't have major side effects. I think it is impressive and 
unbelievable." Patronas also said that he had never seen any treatment work so well against 
brain cancers. 

1997 Dr. Robert E. Burdick, a Seattle oncologist and faculty member of the highly respected 

University of Washington Medical School, evaluated both conventional treatments and 17 of 
Dr. B’s patients who were undergoing treatment for brain tumors. He said, “It is rare, currently, to 
ever get a complete remission or cure in... malignant brain tumois, using our standard modalities 
of surgery, radiation, and chemotherapy ... As a rough estimate, neurosurgeons do well to cure 
one in every 1000 patients. .. Radiation therapy slows the growth in tumors in adults, gaining 
perhaps I month of life, and again may result in a cure in only one in JOO-IOOO patients, those 
cures being in the pediatric age group. Despite 30 years of clinical trials, chemotherapy has not 
resulted in the development of a single drug or drug combination that elicits more than an 
occasional transient response in primary brain tumors.” 

Against this dismal background Burdick evaluated Dr. B’s cases. Of the 17, there were 7 
complete remissions. There were 9 partial remissions of 50% or moie, and one case of stable 
disease. Burdick summarized that "The responses here also arc far in excess of any prior 
series of patients published in the medical literatnre_.tbe response rate here is an astounding 
81%, with an equally astounding 35% complete remission rate. Such remission rates are far 
in excess of anything I or anyone else has seen since research on brain tumors began. It is 
very clear the responses here are due to antiuoeplaston therapy and are not due to surgery, 
radiation, or standard chemotherapy.” 
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1996 Among brain tumor patients in Dr. B’s CAN-1 trial, of 45 patients 19 achieved reductions of 

50% or more in their tumors, 19 displayed smaller tumor reductions or stable disease, and only 7 
had tumor growth. Most of these patients had already £uled conventional therapy and had been 
told that there was no treatment available that could stop their tumors fiom growing. That is, 
they were terminally ill. 

1996 Dr. B sent scans and X-rays 6um 28 patients with brain tumors for independent evaluation by Dr. 
Bruce Dean, a partner in the widely respected radiology firm. Southwest Neruolmaging in 
Phoenix, ArizorUL Dean confirmed a complete response in 13 of 28, found a partial response of 
50% or more tumor reduction in another 3 patients, and initial improvement but later recurrence 
in 5 patients. Eight patients suffered continued, progressive disease, with no apparent benefit 
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Michael Nussbaum, m.d., f.a.c.s. 

Genera) Surgery • Surgical Oncology 
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7600 Citilrit A^nut 
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Offloi: 742 6622 

P«: 016) 745-6279 


January 14, 1998 


MEDICAL DIACCTOR 
PERSONAL CKU1CI-. 

BLUE CROSS ni l.'E SHIELD 
CAMP HILL . PA 


RE: 


CHARLES R. WALTER 


DEAR DOCTOR: 

I INITIALIY SAW MR. WALTER IN JUNE OP 1997 AT HOLY REDEEMER 
HOSPITAL AND A KF: TKOPERZTONEAL EXPLORATION WAS PERFORMED ON JULY 1, 
1997. THE UJACNOSlS ON DISCHARGE WAS RENAL CELL CARCINOMA. 

SINCE CONVKNTIONAI, TREATMENT DID NOT OFFER THE PATIENT MUCH PROMISE 
HE CHOSE TO SUOMrr TO AN ALTERNATE TREATMENT. 

PROM HIS Tf'ST RFSl lTS IT WOULD APPEAR THAT HE HAS HAD A POSITIVE 
RESPONSE FROM THIS MODE OP TREATMENT. I WOULD RECOMMEND THAT MR. 
WALTER CONTI Nl/r. THIS TREATMENT. 




MICHAEL NUSSBAUM, M.D 
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Cancer: Principles and Practice of Oncology, Sth edition 

Edited by Vincent T. deVita, Jr^ Samuel Heilman, and Steven A. Rosenberg 

Philadelphia: Lippincott-Raven, 1997 

This is the definitive book on cancer therapy in traditional medicine. Steven A. 
Rosenberg is a prominent scientist at the National Cancer Institute who is treating 
patients with renal cell carcinoma, and with malignant melanoma, using interIeukin-2 
immunotherapy. There is only a 3% response rate with 0^2. More patients die from the 
treatment than are cured by it. My husband, who has stage IV renal cell carcinoma, is 
ineligible for the trial for two reasons. First, he has an abnormal stress cardiac 
examination owing to a heart attack he suffered fighting a fire while employed as a 
firefighter by the City of Philadelphia. Second, he has tumor involvement of the central 
nervous system. 


In Chapter 6S entitled “Kidney and Ureter” by Simons and Marshall of Johns 
Hopkiiis University Hospital, the authors state the following concerning renal 
cell carcinoma; 

“The very best approach to the fully iaformed patient with metastatic 
disease is to recommend an investigational treatment protocol whenever 
possible.” 

“...the poorly differentiated and sarcomatoid tumors have a particularly 
unfavorable prognosis... and large, high grade tumors and particularly 
sarcomatoid variant tumors have an exceptionally poor prognosis.” 

These features describe my husband's tumor type. 


From Cwrera Practice of Medicine published by Current Medicine in 
Philadelphia: 

“Various systemic treatments have been used for this disease [renal cell 
carcinoma], including standard chemotherapy and biologic response 
modifiers. Clinical benefits are uncommem, and the impact on disease control 
rates and survival is minimal at best This tumor is usually relatively 
radioresistant, and radiation therapy is mostly used for palliative purposes 
(pain control, brain metastasis).” 
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TABLE 1. 

Cost-to-Benefit Analysis of Conventional Therapy vs 
FDA-Approved Clinical Trial of Antineoplaston 
Therapy in Renal Cell Cancer 


COSTS 

CHEMOTHERAPY 

ANTINEOPLASTON 

THERAPY 

Administration of drugs 

$20{)0+/day 

$450/day 

Hospitalizations during drug 
administration 

$2(K)(H/day 

0 

(Not necessary) 

Hospitalizations for life- 
threatening treatment- 
related side effects, along 
with testing, medications, 
consultations, and so on 

$2000+++/day 

0 

(None) 

Cost of drugs to counteract 
the many side effects of 
chemotherapy and radiation 
therapy 

$$$ 

Minimal (for water pills, drug 
therapy for high cholesterol, 
and mineral supplements) 

Cost of long-term side- . 
effects 

$$$ 

0 

(There are none) 

Costs of nursing care at 
home 

S$$ 

0 

(We provide care for 
infusions and Hickman 
catheter) 

Costs of hospice care 

S$$ 

0 
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TABLE 2. 

Cost-to-Benefit Analysis of Side Effects of Traditional 
Therapy and FDA-Approved Clinical Trial of 
Antineoplaston Therapy in Renal Cell Cancer 

Vinblastine is the recommended chemotherapeutic agent Combination therapy is not 
recommended outside of a new clinical trial. 


CHEMOTHERAPY 


Minor Side Effects: 

Nausea 
Vomiting 
Pain at the rv site 
Hair loss 
Headache 
Mouth sores 
Loss of appetite 
Stomach pain 
Skin rash 
Mental depression 
Deep ache in jaw or throat, resulting 
from facial nerve being affected 

Serious Side Effects: 

Neurological damage*: 

Constipation 

Tingling and numbness of Angers 
and toes 

Inability to complete sentences 
Inability to do simple arithmetic 
Inability to recall words 
Hearing loss 

Loss of deep tendon reAexes and increased 
motor weakness causing foot or wrist 
drop, difficulty walking, difAculty 
arising Aom chairs, clumsiness, and 
loss of coordination 


ANTINEOPLASTON THERAPY 


Side Effects: 

Fatigue 

Water retention 
High cholesterol levels 
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RADIATION THERAPY 

Minor Side Effects: 

Fatigue 

Skin bums 

Loss of appetite 

Wasting 

Depression 

Nausea 

Diarrhea 

Serious Side Effects: 

Low leukocyte and low platelet counts, 
resulting in susceptibility to life- 
threatening infections 

Radiotherapy can actually stimulate 
tumor growth 


*Signs of neural drug toxicity, a potentially serious and nonreversible condition when allowed to 
progress. 


NOTES: 

Because current radiosensitizets face the same inherent drug-resistant phenotypes as do 
chemotherapeutic agents, radiation is offeted for palliation of specific qnnptoms, for example, 
bone pain and brain metastases. 

Chemotherapy with vinblastine can last up to 2 years, if the patient survives. In some patients, 
the neurologiGal defects ate petmanenL 
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TABLE 3. 

Traditional Chemotherapy and Radiotherapy vs 
Antineoplaston Therapy 


Over the course of the disease (cancer) 
CHEMOTHERAPY and RADIATION 
THERAPY, including repeated hospital- 
izations and medications to counteract their 
detrimental and often life-threateiung effects, 
can cost over SI mUllon. 

Millions of deaths have occurred from short- 
and long-term effects of chemotherapy and 
radiother^y. 

As a medical editor, I know studies exist to 
show these therapies have no pcnuancnt 
effect on solid tumors in most types of 
cancer and, in fact, do not prolong life. 
Moreover, these therapies have been shown 
to destroy the quality of life. However, 
doctors continue to offer both without making 
patients aware of these facts. 

Not only are doctors recommending these 
therapies that do not work, that make patients 
weaker and sicker, and that are proved not to 
extend life, but insurance companies pay for 
these therapies. Not only do they pay, but 
they pay without question, despite the 
published evidence that these therapies do 
not work. 


Medical journals are financed by drug 
companies, as are the societies that publish 
the journals. These prestigious journals 
routinely publish articles touting die minor 
improvements in various regiments of 
chemotherapy and radiotherapy. These peer- 
reviewed journals cannot be impartial 
because Aey are directly funded by large 
pharmaceutical companies. 

Drug-company and federal funding is 
available for FDA-q>proved clinical trials into 
new harmful chemotherapy drugs (based on 
the theory of destroying cells), or new 
combinations of old, harmful drugs. 


ANTINEOPLASTON THERAPY costs 
S470/day. Over 2 years, the cost is 
under S350.000 . 


Not one person has been injured or killed by 

antineoplaston therapy in 18 years of use in 
humans. 

Antineoplaston therapy improves the quality of 
life for patients with terminal cancer, reduces 
pain, and extends life. Yet doctors do not tell 
their patients of this alternative therapy. 


Insurance companies will not pay for so-called 
investigational trials involving antineoplaston 
therapy, although Dr. Burzynski has been 
treating patients with antineoplastons for over 1 8 
years. The l)S government has admitted that 
these drugs are safe and effective, the two 
criteria that are used to judge drugs for FDA 
approval All insurance companies in the 
United States and the FDA are well aware of 
these facts. 

Dr. Burzynski has no funding and never has had 
funding outside of his position at Baylor College 
of Medicine and being offered a position, which 
he turned down, at MD Anderson Cancer 
Center. The costs of antineoplaston therapy 
arc borne by his sick and dying patients and 
their families. 


Dr. Burzynski has no funding for his FDA- 
iqiproved clinical trials because FDA tactics, 
such as raiding dying patients’ homes, have 
frightened away investors. Investors know of the 
FDA’s retaliatory tactics. 
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Table 3, continued 


The result of chemotherapy and 
radiotherapy is death. 

Lawsuits are routinely filed against doctors 
and hospitals for nuilpiactice on behalf of 
cancer patients. 

Traditional research into new 
chemotherapeutic agents has lower standards 
for approval than do antineoplastons. 


The result of aniineoplaston therapy is good- 
quality life. 

In the over 18 years that Dr. Buizynski has been 
treating dying patients with antineoplastons, he 

has never been sued by a patient 

The FDA is forcing some patients who show 
improvement off of treatment in order to skew 
the results against antineoplastons. 



PATIENT ACCESS TO ALTERNATIVE 
TREATMENTS: BEYOND THE FDA 


THURSDAY, FEBRUARY 12, 1998 

Committee on Government Reform and Oversight, 

House of Representatives, 

Washington, DC. 

The committee met, pursuant to notice, at 1:18 p.m., in room 
2154, Rayburn House Office Building, Dan Burton (chairman of the 
committm) presiding. 

Present: Representatives Burton, Mica, Davis of Virginia, 
LaTourette, Sessions, Snowbarger, Waxman, Condit, Sanders, 
Maloney, Norton, Kucinich, and Tierney. 

Also present: Representative DeFazio. 

Staff present: I^vin Binger, staff director; Daniel Moll, deputy 
staff director; William Moschella, deputy counsel and parliamen- 
tarian; Judith McCoy, chief clerk; Teresa Austin, assistant clerk/ 
calender clerk; Laurie Taylor and Carol 3 m Hicks, professional staff 
members; Will Dwyer, director of communications; Ashley Wil- 
liams, deputy director of communications; Robin Butler, office man- 
ager; Ashley Godwin, staff assistant; Phil Schiliro, minority staff 
director; Pl^ Barnett, minority chief counsel; Cherri Branson, mi- 
nority counsel; Karen Lightfoot, minority professional staff mem- 
ber; and Ellen Rayner, minority chief clerk. 

Mr. Burton. Representative Waxman is recognized. 

Mr. Waxman. Mr. Chairman, I know you’re going to proceed to 
opening statements, and I have an opening statement which I’d 
like to have inserted in the record by unanimous consent. 

Let me apologize to those who are going to be testifying at the 
hearing today. I, unfortunately, have a conffict on a similar and re- 
lated matter. The Health and Environment Subcommittee, which I 
once chaired, of the Commerce Committee is holding a hearing 
today on the question of human cloning, what legislation would be 
appropriate and whether such legislation might stop very promis- 
ing health research that could lead to new therapies. So, I will cer- 
tainly examine the testimony of all the Members, and I look for- 
ward to learning about the ffiscussion. This is an important hear- 
ing that you’re holding and I appreciate your willingness to let me 
make my statement now. 

Mr. Burton. Thank you, Mr. Waxman. 

[The prepared statement of Hon. Henry A. Waxman and the pre- 
pared letter of Hon. Eleanor Holmes Norton follow:] 


( 249 ) 
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Statement of Rep. Heniy A. Waxman 
February 12. 1998 


Mr. Chairmaa today we are going to hear from a number of witnesses, some of whom 
have fought hard battles against cancer I know my colleague Jim Moran has experienced the 
devastating impact of this disease on his family when his youngest child was struck ill with cancer, 
and I know how hard they have fought for her recovery. I have the greatest sympathy for his 
family and for all families who have fought against cancer I appreciate their willingness to share 
their stories and I hope that they will succeed in defeating the disease. 

I understand that cancer patients need a variety of medical treatments and that they desire 
not only conventional treatment but also experimental drugs. But cancer patients need more than 
simply access to experimental drugs. They need to have those drugs property tested and to learn 
whether or not they work. No one wants to waste money on treatments that don't work. No one 
wants to forego treatments that might be more eSective. And if something does work, it should 
be made available to as many patients as possible. 

The issue of access to unapproved drugs has far reaching implications -- not only for those 
who are ill today but also for those who become ill in the future. And that is why this issue was 
taken so seriously and studied so extensively by another committee of Congress, the Commerce 
Committee, which has primary jurisdiction over the Food and Drug Administration. The issue of 
access to unapproved treatments was considered by the Commerce Committee as they worked 
over the last three years to craft bipartisan legislation to reform the FDA - legislation that was 
signed two months ago. As part of that process, some of the witnesses here today testified before 
the Commerce Committee. 

I am disappointed that this Committee is now holding a second hearing on FDA issues 
without giving FDA the opportunity to testify. I would like to hear how they would respond to 
many of the issues that will be raised by witnesses today. I think it would have been appropriate 
to have had an opportunity to hear from the agency and get a frill perspective of the issues. 

I would like to welcome the witnesses and apologize for not being able to be present for 
the whole heating. Unfortunately there is a concurrent hearing at the Commerce Committee 
which I must also attend. 
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ELEANOR HOLMES NORTON 

(XSTfllCT Of COILIWM 


COMMITTEE ON 
TRANSPORTATION AND 
INFRASTRUCTURE 



COMMITTEE ON 
GOVERNMENT REFORM AND 
OVERSIGHT 

SUBCOMMITTEE 
RANKING MINORITY MEMBER. 
DISTRICT OF COLUMBIA 


SUBCOMMITTEES 
SURFACE TRANSPORTATION 
PUBLIC BUILDINGS AND 
ECONOMIC DEVELOPMENT 


CattgresE of tlie United l&taten 
UmiBt of fie}trtBentatii»B 
-■aBlitiigtmi, 1.<S. 311515 


CIVIL SERVICE 


CO-CHAIR 

CONGRESSIONAL CAUCUS FOR 
WOMEN'S ISSUES 


February 9/ 1998 


Honorable Dan Burton 
Ckairman 

Committee on Government Re^rm and Ovenigkt 
United Statee House ol RepceBentativea 
2185 Rayburn House O^Bce Building 
Wasbin^ton, D.C. 20515 


Dear Dan: 


On February 12, 1998, I will be unavoidably detained outside o( Wasbinaton. 1 
understand tkat on tke same day, tke Committee will ke kolding its second day o( keaiings on 
"Patient Access to Alternative Treatments: Beyond tke FDA." I will tkerek>ie ke unakle to 
attend tke kearing and would appreciate your making tkja explanation a part o( ike oikctal 
committee record. 


Sincerely, 



Eleanor Holmes Norton 


cci Honorable Henry taxman 


14M UMMOTTH HOUK OP*a BUUHO 


OBaMMfFMl 

ooeai'miTooi 


IMI UMTM L. KM AVOM. S.C. 
Sum JOB 

wabumtoh. o.c. WBPsm 
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Mr. Burton. A quorum being present, the Committee on Govern- 
ment Reform and Oversight will come to order. 

Our first panel will be Representative Peter DeFazio, Represent- 
ative Jim Moran and Georgia State Senator Ed Gochenour, I hope 
I pronoimced that correctly. 

As 1 imderstand it, the first panel is on its way so we’ll proceed 
with opening statements and then we’ll get to the panel as they ar- 
rive. 

Today is the second in a series of hearings examining issues and 
problems related to alternative medical treatment for millions of 
desperately ill Americans. Last week we heard from panels of pa- 
tients and experts who discussed what they saw as the failures of 
the Food and Drug Administration and the National Cancer Insti- 
tute. Today, we will hear potential solutions to the problems that 
have been brought before us, one in the form of le^slation that 
would give all Americans the freedom to choose their own medi- 
cine. 

As I stated last week, the purpose in holding these hearings is 
to lay the issues out on the table and deal with them in the most 
reasonable and balanced way. I want to stress that in no way is 
this a partisan issue. Dedicated Members from both parties Have 
raised concerns about patient access. We owe it to the millions of 
patients, their families and loved ones who are not satisfied with 
conventional treatments to give our time, our energy and attention 
to this important issue. 

It was mentioned last week by members of this committee that 
these hearings are not necessary, that these issues have been 
heard before and that the FDA Modernization Act has been passed 
to fix these problems. However, we heard last week also that seri- 
ous problems still exist, that these issues are still tremendously im- 
portant to Americans and that the FDA Modernization Act fails to 
properly address patient access to medicine. 

America is perhaps the world leader in allowing its citizen indi- 
vidual liberties, but sadly we continue to deny our citizens the 
guardianship of their own health. Without he^th, all other lib- 
erties become meaningless. 

Medicine is often a matter of individual choice. We know from 
modem science that what works for some does not work for others. 
Last week we heard testimony that some of our country’s top Gov- 
ernment scientists are not promoting the progress of medicine but, 
instead, are holding it back. Today, we will hear from a highly es- 
teemed doctor, researcher and advisor to the German Congress on 
the medical advances that have taken place in Germany in the past 
20 years that further illustrate how American medicine is, in some 
w^s, behind the times. 

The meager advances by conventional medicine in the treatment 
of most chronic and deadly diseases has made alternative and com- 
plimentary therapies overwhelmingly popular. But we learned last 
week that our system needs significant change so that these thera- 
pies are given the opportunity to be tested in scientific but rational 
ways. Not too meiny dying cancer patients want to be a part of a 
test where they wiU end up with a placebo and no chance for sur- 
vival. Today, we will hear testimony about different but reliable 
means of testing alternative and complimentary therapies. 
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Defending good science and weeding out fraud are the reasons 
bureaucrats use to closely monitor independent researchers and 
doctors who use alternative therapies. However, we heard from pa- 
tients and doctors last week who felt that the FDA interference is 
often unnecessary and unwanted. Americans do not want the Gov- 
ernment, in this case the FDA, telling them how to treat their ill- 
ness, especially when State level protections are already in place 
to safeguard the public from those who might do harm to patients. 
Today, we will hear from a doctor who sits on the Michigan State 
Medical Licensing Board who will tell us about those State level 
protections. 

The FDA process for patient access to unawroved treatments in 
a good example of the nature of the Federal Government to micro- 
manage the lives of individual Americans often imnecessarily. 

Access to a treatment in the development process that is not ap- 
proved by the FDA generally requires participation in a clinical 
trial. But if a patient does not qualify under the strict gmdelines 
of a trial, the FDA then makes a life or death decision as to wheth- 
er a patient can have the treatment imder a special exception. If 
the answer is no, their access is shut off with no appeal, and many 
times they’re just told go home and die. 

Today, we will hear from a young girl with little chance of living 
because of her illness. She has \mdergone the most painful rituals 
of conventional medicine; chemotherapy, massive radiation and a 
full bone marrow transplant that nearly killed her. Now she wants 
to take a nontoxic treatment to keep her cancer from coming back, 
but the FDA will not let her. This little girl if a perfect example 
of why Americans want change: compassion. 

These hearings will explore ways to help those hundreds of thou- 
sands who get left out of the FDA sponsored experimental treat- 
ments and, therefore, are left out in the cold. We have some highly 
esteemed Members of Congress who will continue the discussion of 
last week about the legislation entitled. The Access to Medical 
Treatment Act, and how that legislation can assist American citi- 
zens in accessing the treatment they and their physician believes 
is best for them. 

Seriously ill patients want options. I have stated before that the 
terminally ill should have access to any potential cure available. 
But chronic illnesses can be just as bad. If conventional medicine 
does not offer a cure, the chronically ill should have the right to 
try an alternative without the headache of bureaucratic red tape 
and Government officials who think they know better. The Govern- 
ment ought to be helping them find new alternatives, not throwing 
up roadblocks. It’s time for the Congress to show true leadership 
in providing greater access to new and promising treatments. Good 
hemth and medicine require it. 

And I’ll just add as a final note that I believe anybody who is 
terminally ill, who is suffering chronic problems, ought to have the 
right to try any therapy that they think is necessary. And one of 
the things that was so startling to me last week was a chart that 
showed in the case of cancer, I believe it was breast cancer or was 
it just all forms of cancer, that all forms of cancer since the 30’s 
there has not been any real improvement in the survival rate with 
all the so-called new technologies and treatments we have. And if 
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that’s the case, if there’s no more hope than there was 40 or 50 or 
60 years ago, then why are we denying these people alternative 
methods of treatment when their lives depend upon it? 

And with that, I yield to the gentleman from Connecticut. 

Mr. Sanders. Close. 

Mr. Burton. Massachusetts. 

Mr. Sanders. A little northeast. 

Mr. Burton. Vermont. Vermont. Forgive me, I’m sorry. I know 
it’s Mr. Sanders from Vermont. 

Mr. Sanders. All right, you’re halfway there. OK Thank you, 
Mr. Chairman. 

I find these hearings much more positive than many of the other 
meetings that we hold on this committee, and I agree with much 
of what you have said. 

I think there is no question but that in the United States of 
America there has been an explosion of interest in alternative and 
complimentary medicine in the last several decades, and frankly no 
matter what the U.S. Congress does, that explosion is going to con- 
tinue. We are not leading the effort, we are as they say, the tail — 
well, I don’t know what they say, but we are following the country. 
We’re not leading, we’re following. The American people want alter- 
natives, they want change and we’ve got to listen to those requests. 

In the State of Vermont, we held a hearing I remember a couple 
of years ago, 500 people came out to discuss alternative health. The 
U.S. Congress established several years ago the Office of Alter- 
native Health, which is being swamped with requests. And frankly, 
Mr. Chairman, I would hope that we would take a look at whether 
or not the Office of Alternative Health is getting the kind of atten- 
tion and respect from the NIH that is deserves. I think it was es- 
tablished, I think they are trying to do a good job emd I don’t know 
that theyre getting the support from the NIH that they require, 
and I would hope that we would take a look at that and I would 
support your efforts to do that. 

I think everybody knows that many of the ideas that were in 
fashion 20 or 30 years ago about health care problems and cures 
no longer stand the weight of time. We had doctors on television 
advertising cigarettes 30 years ago, we had people laughing that 
nutrition was an important aspect of health care, chiropractic ap- 
proach was thought to be fraudulent, herbs and vitamins just 
quacks were talking about these issues and now all of those ideas 
are part of mainstream thinking. 

So I think that I want to congratulate Representative DeFazio 
for introducing his important legislation. I tMnk, as you said Mr. 
Chairman, there are a lot of problems out there which establish- 
ment medicine has not yet come up with appropriate answers and 
I think this Congress should be looking at all of the alternatives 
that are out there, many of them which are less expensive, many 
of which have far less, if any, severe side effects than some of the 
cures that are being brought forth by the establishment medicine. 

So, I thank you very much for holding these hearings and look 
forward to hearing from our witnesses. 

Mr. Burton. I thank the gentleman from Vermont for that very 
elegant statement. 
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Does any other Member have an opening statement they’d like 
to make? If not, then Mr. DeFazio and Senator Grochenour, would 
you please stand. 

[Witnesses sworn.] 

Mr. Burton. Mr. DeFazio, do you want to start with an opening 
statement? 

STATEMENT OF HON. PETER A- DeFAZIO, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF OREGON 

Mr. DeFazio. Thank you, Mr. Chairman. I’ve provided copies of 
written opening statement to the committee. I’ll depart from that, 
but I would draw people’s attention to it that it’s been entered in 
the record. 

Mr. Chairman, in the opening remarks both you and Mr. Sanders 
have made points that I’d like to amplify upon. 

I think the question before the Congress; some people have said 
to me, “Well, why is the hearing in Mr. Burton’s committee and not 
over in Commerce,” and quite frankly because we’ve run into the 
same stonewall over there that we’ve run into many other times 
when advocating for alternative treatments and for people’s right 
to in an orderly and safe way access alternative treatments. So, I’m 
veiw pleased that this committee has chosen to show the leadership 
and begin to open this subject to discussion. 

This subject has not been discussed in any comprehensive man- 
ner before any other committee of the U.S. Congress, and it is far 
past time. 

The New Englsmd Journal of Medicine a few years ago said more 
than about a tWrd of the people in America had accessed alter- 
native health care. A recent survey that was done by a group called 
Interactive Solutions, a polling firm, showed that over 42 percent 
of Americans have used some form of alternative care, and 67 per- 
cent think it should be a part of every health insurance plan. And 
the minority document from last week, which I read, said that at 
some point in their lives 80 percent of the people in America had 
accessed alternative care. 

So I think the question before us is: Are we going to go forward 
in a reasonable manner of building in the protections people need 
but allowing them to make the health care choices that they have 
a right to make as individuals, in protecting them from fraud and 
abuse and adulterated substances, or are we going to continue to 
stonewall and, in effect, protect the pharmaceutical giants and the 
status quo? Because I thunk part of the bias at the FDA is you can’t 
err by not approving something, and that’s unfortunate. I think it 
grows in great part out of the thalidomide tragedy and other things 
where something was kept out of the country, rightly so, zmd did 
save lives and prevent tr^edy. But we’ve moved well past that, 
and I would particularly direct people to the German model. 

Just a few points I’d like to maJce here. The Germans have set 
up a two-track process. They have an allopathic base approval 
process for pharmaceuticals, which is akin to ours; it’s expensive, 
it’s elaborate, it takes years and drugs do go through that process. 
But they also have set up a separate listing for natural based and 
alternative products which are approved on the basis of recent lit- 
erature and clinical practice and not through 8 years of double- 
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blind clinical studies with a $500 million expenditure, and there’s 
a reason for that. The products in question are natural products. 
They’re not under German law or United States law or inter- 
national law patentable. They can’t be patented so nobody is going 
to take one or those substances, no matter how effective, even if it’s 
the cure for cancer or something else, through the approval process 
because at the end anybody can manufacture it and sell it. 'They 
don’t get the same exclusive rights that an allopathic pharma- 
ceutic^ drug company gets after it goes through a $500 million 
process. We reco^ze the expense, we allow them to recapture 
their investment. 

We need a two-track system minimally to deal with this and 
then also the catastrophic and compassionate use things that the 
chairman raised, which I’ll get to at the end of my testimony. And 
I’d just like to mention a few substances, because I think they’re 
very relevant. 

In Germany, Prozac is prescribed, but only for really severe cases 
of depression and mental illness. But St. Johns Wort is prescribed 
7 times as often at a fraction of the cost with a fraction or none 
of the side effects that Prozac has. Yet St. Johns Wort in this coim- 
t^ if you were to say take this as a physician or a health care pro- 
vider, the FDA could prosecute you because that’s not an approved 
subst^ce. It’s a natural substance. Nobody can patent it, we know 
it works, it works in Europe, it would work on Americans but it’ll 
never be on the shelf here accompanied by data and literature that 
says this is an effective treatment for your depression or your sea- 
sonal affective disorder. 

Since most of n^ colleagues are male, think of prostate problems, 
something that effects basically 1 out of 10 American men particu- 
larly as they age, benign prostate enlargement and the problems 
that come with that. Now, there’s a nifty drug out there. Proscar, 
very expensive, has a few potential side effects; impotence, liver 
damage, and a few other things, but it works to some extent or you 
can take a natimal substance, saw palmetto particularly in com- 
bination with Pygeum Africanum and pumpkin seed and some 
other things. The^ve foimd in Europe that actually it’s as effective 
or more effective in terms of dealing with the benign prostate en- 
largement, and it doesn’t have any side effects. 

But can that happen here in the United States of America? Well, 
it can happen if you or someone who goes out and does your own 
research and then goes to the health food store and buys it without 
any claims attached to it, you can buy those substances, yes, de- 
spite some past efforts on the part of the FDA to keep people from 
bu 3 d^ those things. They are available. But you can’t go to your 
physician and have them prescribe it or your health care provider 
and have them prescribe it. In my State, you can go to a naturo- 
path and theyTl tell you that. But, again, they’re at risk; they are 
exposed to the FDA process at some point because those products 
were not solely manufactxired within my State and they are sub- 
ject, theoretically, to Federal regulation and FDA overview. 

One other simple example would be sleep disorders. When I first 
came to Congress and went on a few trips a physician would say, 
“Here, take these things, they’re really nifty.” And I said what’s 
that, he says Heilcyon. I said OK, so take some Halcyon for your 
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jet lag when you go to Europe or somewhere else. Well, it turns 
there’s some problems with Halcyon; among them there seem to he 
some problems with agitation, even people who use it very fre- 
quently with some pretty severe psychological problems. It can 
cause problems of nausea, it’s been implicated perhaps in the infa- 
mous incident of President Bush and the Prime Minister of Japan 
in terms of the problems President Bush had. But that was the 
standard treatment. 

Now it turns out if you were in Europe you can go into any drug 
store without a prescription and say, “I’m having trouble sleeping,” 
and they would say, “Well, here’s some Valerian,” and I’ve done 
that in France and in Portugal on my own. 

Now in America no one can claim that Valerian will help you 
with a sleep disorder because the FDA hasn’t approved it. But in 
Europe it’s widely recognized, widely used and effective. 'There are 
other substances which do similar things. 

And then I would go to something that has finally received some 
acceptance in this country, acupuncture. Many of us remember 
when the first people went to China and said, “Oh, this can’t work, 
can’t possibly work. You can’t operate on that person and use acu- 
puncture for anesthesia. You’ve got to give them these substances 
that essentially suspend their life and put them on life support 
while you operate on them because that’s the way we do it and 
that’s what science says works and what — ^you’re sticking needles 
in somebody. That can’t work.” Well, it turned out they watched, 
it worked and then it turned out there was wider applicability. And 
finally after decades of being denounced by the so-called quack 
busters and others, acupuncture has been accepted by a panel 
under the auspices of the NIH to treat a number of conditions. 

So, we don’t know everything we need to know, and we do need 
a more open process and a process that recognizes the fact that 
there are things out there that don’t fit into our medical model. In 
fact we’ve actually got a quote from Dr. Michael Friedman, a Com- 
missioner of the FDA, he essentially said this. He said, “Collec- 
tively we need to address how to promote research on possible ef- 
fective remedies where market incentives may not work.” Yes, he’s 
right, our process not only doesn’t work, it locks them out and 
leads FDA bureaucrats to attack what we know are effective rem- 
edies elsewhere. That’s my spiel on naturopathy. 

The other issue that’s been raised by the Chair is very much on 
point. There was a panel, which I believe the chairman discussed 
in the last hearing about the practice, outcomes, monitoring and 
evaluation system, POMES, where the 0AM and NCI convened a 
group of people to come together and begin to look at unconven- 
tional treatments for cancer. Because, as the chairman said, we 
have made scant progress in terms of life expectancy, even quality 
of life, for people siiffering the horrible scourge of cancer, despite 
our commitment as a Nation of billions of dollars. Maybe we should 
look outside the box a little bit. But I don’t believe that there is 
real commitment on the part of 0AM, FDA or NCI to really follow 
through on that process. I would just say that I think the chair- 
man’s very much on the right track there. 
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And also the Reform bill that passed last year in terms of com- 
passionate use exemptions and that was not adequate and needs 
to be further addressed. 

Mr. Burton. Mr. DeFazio, I think your time has expired. 

Mr. DeFazio. Yes. Thank you. 

Mr. Burton. Let me just say that we intend to work with you 
to try to make sure that we get some results from the FDA and 
try to get your bill passed. And I will be talking to Chairman Bliley 
about your bill. I intend to be a co-sponsor of your bill, if Fm not 
already, so we’re going to be working on that. 

What we need to do today and in the future hearings is get as 
many facts as possible so we can lay all that before the chairmen 
of the relevant committees in both the House and the Senate and 
then push like the dickens to get the FDA to move as well. 

Mr. DeFazio. Thank you, Mr. Chairman. 

Mr. Burton. Yes, sir. And thank you for that very comprehen- 
sive statement. 

[The prepared statement of Hon. Peter A. DeFazio follows:] 
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Thank you, Mr. Chairman, Mr. Waxman and members of the committee for giving me the 
opportunity to testify before you this morning. I would Uke to state for the record that I am not here to 
discredit or undermine the mandate of the FDA, NIH or the NCI. Nor am I here to advocate for a particular 
medical modality or interest group. 

To me, the issue is very clear. Patients all over this country are being denied access to beneficial 
health care treatments by our government despite significant consumer demand. These treatments are readily 
available in Europe and elsewhere. In 1993, the New England Journal of Medicine found that one out of 
every three Americans are using some form of alternative medicine. 

A recent nation-wide study conducted last November by Interactive Solutions on behalf of Landmark 
Healthcare Inc, an HMO found that over 42 percent of Amoican consumers use some form of alternative 
medicine. 67 percent surveyed believe that the availability of alternative care is an important factor when 
choosing a health plan. The background memo prepared by the minority staff of this commits stated that 
over 80 percent of American consumers have used some form of alternative medicine at least once in their 
life- time. 

A wide range of treatments are being used by millions of American consumers but will not be 
researched or certified in an officiai manner. Most of these products are not patentable in the U.S. because 
they are made from essential nutrients and other natural substances. 

Sadly, none of these products are compatible with the current FDA approval process because the 
system is ordy designed to give approval to pharmaceuticals. Natural medicinal products should be offered a 
separate approval track similar to the one used in Germany, where manufacturers submit their product for 
approval and undergo a different set of sciendflc reviews for safety and efficacy. American consumers in 
growing numben are using these products regardless of whether they are approved or not. Its time for the 
FDA to develop a two track approval system — one for nature medicine and one for commercial 
pharmaceutical products and devices to meet consume demand. 

THE GERMAN MODEL FOR APPROVAL OF HESOiS AND NATURAL SUBSTANCES. 

* Commission E in Germany uses an tppmvil process for medicinal herbs and phytomedicines that is 
sQiarate from the conventional medical process. It is used to approve medicinal herbs and phytomedicines. 
Manufacturen and medical researchers are able to get approval for their plant-based medical products without 
having to submit to the extraordinary rigors, requirements, conditions and huge expenses nee^ for the 
approval process for pharmaceudcals. 

* The Commissicm is composed of an expert panel of physidans, pharmacists, pharmacologists and 
biostatisticians. It is the German government's equivalent of the FDA and is charged with reviewing plant- 
based products based on bibliographic literature that is acdvdy gathered. This bibliography contains 
information <ni chemical data, pharmacology, toxicology, clinical studies, traditional and historical use, 
q>idemiological studies and patient case records. Members of the Commission assess this data on a doctrine 
of absolute certainty for safety but reasonable certainty for efficacy. 
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* This bibliography is used as a guide to consumers, doctors, pharmacists, professors and practitioners. 

Over 70 to 80 percent of general practitioners prescribe herbal medicine approved by the German 
government. 

* Statutory language contained in the Dietary Supplement Health and Supplement Education Act (DSHEA) 
authorized the creation of a Presidential commission on dietary supplements. This past November, the 
commission recommended that the FDA review herbs for possible approval as over the counter drugs (OTC), 
which alluded to the Commission £ model in Germany. 

THE BENEFITS GARUC IN TREATING HIGH CHOLESTEROL LEVELS. 

* A recent study published in the American Journal of Clinical Nutrition demonstrated that cholesterol levels 
may be reduced when taking both fish oil and garlic. This basic nutritional combination contains significant 
health benefits to individuals suffering from high blood cholesterol levels. For centuries garlic has been used 
as a natural antibiotic and a powerful immunostimulant. This simple and low cost combination has the 
potential for preventing curable conditions and could be used as an alternative to commercial products. 
Unfortunately, it will never be approved under the current process. 

TREATMENT FOR BPH: THE COST AND SIDE EFFECTS OF SAW PALMETTO VS. PROSCAR. 

* There is a significant amount of evidence indicating that saw palmetto, pumpkin seed extract and an herb 
called Pygeum Africanum are far safer, less cosUy and more effective that the current, FDA-approved 
allopathic treatment for an enlarged prostate due to benign prostadc hyperplasia (BPH). 

* This condition afflicts one in every 1 1 American men per year. The current FDA approved treatments for 
BPH are Proscar or finasteride. Both treatments costs around $75 per month and can cause dangerous side 
effects such as impotence, insomnia, urinary track complications and urogenital birth defects. 

* According to Lanh Green, Diane Wysowsi and Jean Fourcroy of the FDA, Proscar also causes 
gynecomastia, which is excessive development of the male breast. This condition is also known to cause 
breast cancer in men. Merck, the manufacturer of Proscar grosses more than $1 billion in sales annually for 
(he product. 

* Numerous medical studies conducted throughout Europe demonstrate that the extract of saw palmetto 
(serena repens) is far safer and more effective in reducing pain and swelling in the prostate than both 
allopathic treatments approved by the FDA. There are no known side-effects associated with saw palmetto 
and it is widely used around the world. It was rejected by the FDA even after its efficacy was proven 
through numerous clmical trails. The FDA reported that these results were staiisrically significoni but denied 
the health claim because the results were not medically signijicam. 

THE BENEFITS OF TREATING DEPRESSION WITH ST. JOHNS WORT OVER PROZAC. 

* St. Johns Wort is the preferred therapy over pharmacological medication for mild depression in Germany. 

It is reported to enhance the immure system, increase antiviral activity and relieve seasonal affective 
disorder. The British Medical Journal published an overview of 28 clinical trials in 1996 conducted by 
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Ludwig'Maximilian University in Munich which conflnned that in 1,7S7 patients St. Johns Wort was as 
effective as commercial antidepressants. The studies also noted that the herb produced minimal side effects. 

* Prozac, the preferred alternative to St. Johns Wort in the U.S., is known to cause nausea, anxiety, 
insomnia, diarrhea, dizziness, headaches, sexual dysfuncticm, and difficulty with concentration. St. Johns 
Wort also costs about $10 per month whereas Prozac costs, on average, $80 per month. In Germany, the 
leading St. Johns Wort product outsells Prozac by seven to one. 

* NIMH in conjunction with 0AM will be conducting a four-month double-blind study of 330 patients on the 
effectiveness of St. Johns Wort in treating clinical depression compared to Zoloft and a placebo. The 
coordinating research site will be Duke university. The study will cost $4.5 million and it will come out of 
the 0AM budget. 

THE BENEHTS OF USING VALERIAN ROOT OVER HALCYON. 

* Valerian root is commonly used aU over the world as a sleq) aid. It is also used to treat fatigue, jet kg, 
nervousness and is an approved therapy in France, Germany and the U.K. Valerian has also been listed in 
the European pharmacopeia since L973 and has been proven safe and elective in numerous pharmacological 
studies. Several double-blind clinical studies have proven the benefits of Valerian root in improving sleq) 
quality. 

* In 1994, the European American Phytomedicine Coalition submitted a citizens petition to the FDA for 
approval of Valerian as a night time sleep aid. To date, their petition is still pending and they haven’t 
received a response from the FDA regarding the status. 

* Halcyon, the FDA approved, pharmaceutical counteq>art to Valerian, contains benzodiazepine which is 
known to cause nausea, dizziness, insomnia, panic, depression, headaches, anxiety, and deprives patients of 
REM sleep which disrupts normal sleep patterns. 

* When I came to Congress in 1986, Halcyon was commonly prescribed to Members of Congress for jet lag 
and sleep disorders. Halcyon was also the substance that was implicated in the incident where former 
President George Bush vomited at an official dinner hosted by the Japanese Prime Minister. 

ACUPUNCTURE - ONCE CONSIDERED -QUACKERY' NOW A LEGITIMATE MODALITY 
ENDORSED BY A GROUP OF PHYSICIANS SPONSORED BY AN NIH COMMITTEE AND 
CHAIRED BY DR. DAVID RAMSEY, PRESIDENT OF THE U. OF MARYLAND MEDICAL 
SCHOOL. 

* The history of acupuncture in the U.S. demonstrates the inflexible bias of the mainstream medical 
community even after it was widely accqited by American consumers. Acupuncture has been used by one 
fourth of ^e world's population for (he lut 2500 years. However, in the U.S. it was considered "quackery” 
by a majority of physicians and surgeons until recently. 

* In a recent NIH consensus development meeting, a 12-member committee of independent doctors and 
scientists determined that acupuncture was a satisfactory treatment for chronic pain, vomiting and nausea 
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related chemotherapy, nausea from pregnancy and postoperative dental pain, back pain and post stroll care. 

* A report published by the NIH committee on acupuncture stated that 'while conventional medical practices 
are often thought to be utilized because there is substantial research evidence to support them, this is 
frequently not the case. But this does not mean that these treatments are not effective. The data in support 
of acupuncture are as strong as those for many accepted Western medical therapies.” 

* According to the American Cancer Society information database, acupuncture is described as 'simple and 
often works. It has few side effects or complications and the cost is low. For these reasons, it can be a good 
choice for some problems that have no underlying cause which can be treated. 

A CALL FOR ACTION ON THE PRACTICE OUTCOMES MONITORING AND EVALUATION 
SYSTEM (POMES). 

* This summer, the OAM and the NCI convened a meeting called the Practice Outcomes Monitoring and 
Evaluation System (POMES) to consider how to better evaluate the practices of doctors who use 
unconvoitional methods to treat cancer. However, most of the participants of the meeting were puzzled and 
somewhat discouraged by the lack of attendance among the top FDA and NCI officials, especially since the 
meeting was sponsored by NCI. Dr. Klausner, Dire^r of NCI and his Deputy, Dr. Wittes were both absent 
from the meeting. 

* A consensus was developed at the meeting that called for the creation of an Oversight Board led by a body 
of experienced medical professionals that would help guarantee a level playing field for research in the area 
of alternative practices. Unfortunately, since the meeting, N(n and NIH has done nothing to facilitate the 
consensus decisions that were made. I urge the committee to put pressure on the NCI to follow through with 
the POMES meeting. 

GENERAL FACTS ABOUT CANCER. 

The NCI has spent over $10 billion in research over the past five years, yet cancer patients are still 
left with the same limited treatment options such as radiation, chemotherapy or surgery — all very costly and 
physically debilitating, and there has been little increase in life expectancy during that time period. Very 
little has changed in the last 20 years. Let’s take a look at some well-known facts: 

* Roughly 1.5 million Americans are diagnosed with cancer each year. 

* By the year 2000, two out of every five Americans will be diagnosed with some form of cancer. 

* I ask my colleagues, why are we spending so mudi taxpayer money exclusively on conventional medical 
research when we have so little to ^ow for it I w<Mjld urge my colleagues to request the NCI to b^in to 
conduct studies on alternatives that are being used by practitioners and doctors in the U.S. and around the 
world. It seems to me that we aren't being fiscally responsible in our fight against these deadly cancers. 

BREAST CANCER 

* In 1962, over 63, 000 women were diagnosed with breast cancer 



263 


• In 1971 when President Nixon launched the "war on cancer," this number reached 69, OCX), and a woman's 
lifetime risk of contracting breast cancer was one in fourteen. 

• Since 1960, nearly 2 million American women died from breast cancer. This is an outrageous figure and 
yet the NCI and the NTH still spend billions of taxpayer dollars. This level of mortality is not acceptable and 
the NCI and the NIH should spend a portion of their research funding on researching promising alternative 
therapies 

WHAT IS WRONG WITH THE CURRENT FDA DRUG APPROVAL PROCESS. 

• According to a report by the Office of Technology Assessment (OTA), the FDA approval process costs an 
applicant over $500 million dollars and about 8 to 12 years tefore a new drug receives approval. 

• I ask my colleagues, does it make sense for a medical researcher who is not affiliated with a multinational 
pharmaceutical company to seek FDA approval for a product if they cannot obtain a patent for it? If their 
product is non-patentable they are unable to recoup the financial losses involved with seeking approval. How 
could they ever expect to obtain FDA approval if they cannot obtain the amount of capital involved? The 
answer is that many manufacturers and medical researchers do not seek approval due to these cost barriers. 

• In his testimony before the House Commerce Committee on September 23, 1997, Dr. Michael Friedman, 
the Lead Deputy Commissioner of the FDA expressed the same concerns. He said that "collectively we need 
to address how to promote research on possible effective remedies where market incentives may not work." 

• Our current system still forces many Americans to seek treatments outside the U.S. Patients are also 
forced to obtain medications without any official monitoring or content review. This leaves chronically-ill 
patients with no other choice but to circumvent the law by obtaining treatments which are unapproved. 

WHAT IS WRONG WITH THE FDA REFORM BILL THAT PASSED LAST YEAR? 

• Despite claims to the contrary, the FDA modernization act provides no new mechanisms for expanded 
patient access to investigational drugs and therapies. Instead, the Act continues to let the FDA make the final 
word on whether a seriously-itl patient receives access to an investigational drug despite the pleas of doctors, 
scientists and other medical professionals. Specifically, Section 561 of the Act: 

1) requires FDA to conduct a detailed and time-consuming administrative review for chronically ill patients 
seeking alternative treatments in emergency situations. 

2) permits the FDA to second-guess the judgement of attending physicians and scientific experts regarding the 
safety and efficacy of an unapproved treatment, thus enabling the government the last word in denying 
patient access. 

After reviewing the provisions in this Act, I am amazed that my colleagues remain convinced that this 
bill provides ail the access necessary to critically ill patients and their families. I choose to stand with 
patients and families who are fighting for fairness and low cost, effective treatment options that are currently 
absent from our health care delivery system. It is time for our government to defend the rights of American 
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patients and consumers. The discussion of a consumer bill of rights, which is not within this committees 
jurisdiction, should correct the flaws of the FDA modernization bill. 

1 urge you all to remember the words of one of our great leaders, a crusader for fairness and freedom, 
Abraham Lincoln when he said "the legitimate object of government, is to do for a community of people 
whatever they need to have done, but cannot do for themselves in their separate individual capacities. In all 
that the people can individually do as well for themselves, government ought not to interfere." (Collected 
Works of Abraham Lincoln July 1, 18S4) 

I look forward to working with this committee and the FDA in making patient access to medical 
breakthroughs a reality for millions of Americans. 
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Mr. Burton. Mr. Moran. 

STATEMENT OF HON. JAMES P. MORAN, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF VIRGINIA 

Mr. Moran. Thank you, Mr. Chairman. 

This is an important issue and we are very appreciative that 
you’re using this committee to focus attention on the need to re- 
examine our policies with regard to alternative medical treatments. 

I support access to alternative medical treatments, and the rea- 
son is attributable to my own experience with our daughter. She 
had diagnosed when she was 3 years old with medulloblastoma, 
which is a very aggressive form of brain cancer. She had a 20 per- 
cent chance of surviving until her 5th birthday and that was as- 
suming that she used all of the conventional treatments, the radi- 
ation, the chemotherapy and, of course, as much surgery as could 
be performed. 

Like all parents who face that kind of a situation, we reacted out 
of desperation. We spent thousands of hours, particularly my wife, 
learning about all the alternative things that we could do and what 
the impact of chemotherapy and radiation would be upon our 
daughter. My wife must have bought several hundred boolu, every 
book that she could find and she seemed to read them all while I 
was trying to go through the functions we have to perform here at 
work. And she put together a vitamin and supplement program 
that was designed to stren^hened her while our daughter under- 
went chemotherapy. That did buy us time. The doctors had rec- 
ommended that we go under radiation immediately just almost si- 
multaneously with her taking the chemotherapy. But having met 
a lot of children who had gone through that, while the cancer may 
have been killed, the child’s personality was dead as well. 

Dorothy is now 6 years old. She has been cancer-free for many 
months. We don’t know what worked. We don’t know why she is 
edive and virtually eill of the children that we met in similar situa- 
tions at Children’s Hospital are now dead. We know that she would 
not be alive if he she hadn’t had radiation and chemotherapy as 
well as the surgery, obviously. But we also think that one of the 
factors that contributed to her health today is the vitamin and min- 
eral supplement that we put her on, and that’s why we think that 
every family facing a situation like this needs to be able to meike 
that choice. 

We’re not proposing that they do what we did, but we certainly 
think that they ought to have the choice. Obviously, we don’t know 
what the future holds. The likelihood is that our daughter is still 
alive because we were such aggressive health care consumers, if 
you will. The basic premise that we went on was that while you 
can cut or bum, or poison the cancer within the body, it’s going to 
come back again unless you deal with the imderlying cause, which 
is a compromised immune system; an immune system that is not 
strong enough to ward off the cancer in the first place. And I think 
that the way you buildup that immune system is through these, 
what we’re calling alternative complimentary medicine. It’s really 
nontoxic viteunins and minerals and related things that strengthen 
the immime system. That’s the purpose. Build up our own natural 
defenses. 
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I don’t think our story is unique. I know it’s not because we’ve 
heard from thousands of people around the country who have read 
about our situation, but there are some States that where families 
have not been as fortunate as we have been. And I read about Cali- 
fornia, for example, where it’s illegal for a doctor to treat cancer 
with anything but chemotherapy, radiation and surgery and I don’t 
think they’re supposed to talk about any alternatives, so that the 
person is really on their own. Fortunately, we had doctors who 
when we asked were willing to tell us ever^hing they knew, and 
that was critical in our approach to it. But there are a lot of fami- 
lies who don’t get that information. And they wind up essentially 
being pushed to the sidelines watching their family member suffer 
and really not being able to use their emotional energy in a posi- 
tive way, in a constructive way. They need to be able to do that, 
and sometimes our laws preclude them from being able to do that. 

I think State governments really do a disservice to their citizens 
when they restrict access to alternative treatments, particularly 
complimentary alternatives. I think the Federal Government may 
be disserving individuals that face life threatening illnesses when 
they really don’t provide a choice of treatment even when it is ex- 
perimental or hasn’t been approved by the FDA. We really have an 
obligation to speed up that process of approval. We can’t let people 
die because of any kind of bureaucratic itinerary or unwillingness 
to, I guess, be aggressive. I don’t want to say the desire to avoid 
all risk, because I think that they assume some risk, the profes- 
sionals do, but we need to make the information available to the 
public just as soon as we can and in as full a manner as possible. 
And I’m not sure that that is being done now, although I do have 
great respect for the FDA and the professionals within the FDA, 
and we want them to continue to use their professional expertise 
and continue to be the credible source that they are, but it seems 
as though they can perhaps speed up the process without a com- 
mensurate loss of their credibility. 

I know my time is up, let me just try to sum this up. 

People are now doing it anyway. People are finding alternative 
treatments. About half of all cancer patients use an alternative 
cancer therapy in treating their illness, so it’s going to happen any- 
way. 'The Government really should be helping them in making 
that kind of a decision. I think that’s what we’re looking for. And 
I would rather, and I know you would as well, have the FDA zmd 
professionals at NIH and so on giving information than people get- 
ting their information from whatever they see at the grocery store 
checkout line. And that’s where many people are getting their in- 
formation. While some of it may be true, I think we take a real risk 
in that being the principal source of information. So I support Con- 
gressman DeFazio’s bill, the Access to Medical Treatment Act, and 
I appreciate your promoting it, Peter. 

I very much appreciate, Mr. Chairman, your holding the hearing 
on it. T hank you. 

[The prepared statement of Hon. James P. Moran follows:] 
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Testimony of Congressman James P. Moran 
Committee on Government Reform and Oversight 
Oversight Hearing on Patient Access to Alternative Treatments 
February 12. 1998 


Mr. Chairman: 

Thank you for holding this hearing today on patient access to alternative medical 
treatments. This is an important issue, and I hope that this hearing will help focus attention on 
the need to reexamine our policies with regard to alternative medical treatments. 

Like many of the people who are involved with this issue, I support access to alternative 
medical treatments. My views on this have been supported by the experience that my wife and 1 
have had with our daughter Dorothy, who suffered from medulloblastoma, a very aggressive 
form of brain cancer. When she was first diagnosed, she was 3 years old and was given a 20 
percent chance of surviving until her S*** birthday. Dorothy’s 20 percent chance of survival was 
contingent upon undergoing all available conventional treatments, including chemotherapy and 
radiation. 

Like all parents who face this unbelievable, horrific news, my wife and I spent every 
moment that we could learning about the effects of chemotherapy and radiation. We examined 
what other treatments we might be able to pursue for Dorothy that could help her beat the terrible 
odds she was facing. My wafe, after literally hundreds of hours of research and assistance from 
medical professionals, developed a vitamin and nutritional supplement program for Dorothy that 
not only helped her withstand chemotherapy, but also bought us some time to strengthen Dorothy 
and wait until she was a little older before undergoing radiation treatments, which can have very 
detrimental impacts on young children. 

Dorothy is now 6 years old. She is cancer>free and has been for many months now. I 
can’t say for sure what part of Dorothy’s treatment worked and helped her beat those initial odds. 
I don’t think she would be alive today without radiation and chemotherapy, and I strongly believe 
that no patient should ever forego conventional treatment. But, I do think that the vitamin and 
nutritional supplement pr ogr a m helped Dorothy, and 1 think every parent of a child facing a 
serious illness should be able to make the kinds of choices we made about pursuing alternative 
and complimentary therapies. 

1 don’t know what the future holds. But 1 do know that we’ve gotten this far by being 
vigilant and aggressive health care consumers, by pursuing alternative therapies to help 
strengthen our daughter, improve her health, and help her endure the battle against cancer. 

1 am here today, because I know that our story is not unique. 1 have heard from thousands 
of people across the country who face similar situations, but who are not fortunate enough to 
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have access to physicians who can help them seek alternative treatments, or who live in states, 
like California, where it is illegal for a doctor to treat cancer with anything except chemotherapy, 
radiation or surgery. These people are desperate because they are fighting a terminal illness and 
conventional treatments are failing them, and so is the medical establishment. 

State governments that restrict access to treatment fail their citizens. The federal 
government also fails to help these individuals by refusing to allow those facing life-threatening 
illnesses to choose a treatment that is experimental or has not yet been approved by the FDA. We 
fail them by restricting the ability of physicians to discuss alternative treatments with their 
patients. 

I appreciate the incredibly difficult job that the FDA has in approving drugs and medical 
devices. The time that is taken to review these products helps to ensure that, once approved, they 
are completely safe for human use and live up to their promises. The length of the approval 
process, however, also has negative consequences. Individual practitioners, scientists, smaller 
companies and others who do not have the financial resources or the expertise to complete the 
arduous FDA ^proval process are prevented fiom gaining access to the market. 

Does that mean that individuals facing a life-threatening illness, who learn of a potential 
effective treatment, should be denied access to this treatment because it has not yet been 
approved by the FDA? I don’t think so. I think people facing life-threatening illnesses should be 
able to consult with their physicians and make an informed choice about alternative treatments. 

Several surveys show that individuals facing life-threatening illnesses already do this, 
despite roadblocks and barriers. A recent survey showed that about half of all cancer patients use 
an alternative cancer therapy for the treatment of their illness. Finding and using these options is 
difficult and risky. A child or adult with advanced cancer will often seek out advice from 
popular magazines, fnends, health food stores, and go to foreign countries in a haphazard and 
expensive manner in order to seek effective treatment. 

Despite the fact that the United States leads the world in exceptional medical care, the 
current system excludes the development and utilization of non-harmfiil alternative medical 
treatments that may help patients and generate new approaches to treating illnesses. 1 support 
Congressman DeFazio’s bill, the Access to Medical Treatment Act, because it will help to open 
up the system to the utilization of new alternative treatments and allow physicians to discuss 
these treatments openly with their patients. 

As a parent and a legislator, I believe that this is the appropriate direction to lake to help 
benefit individuals who face life-threatening illnesses and who desire access to all possible 
treatments and potentially lifesaving cures. 

Thank you again for holding this hearing and giving me the opportimity to participate. 
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Mr. Burton. Thank you, Mr. Moran. And I’m very happy to hear 
that your daughter’s doing well. I know that you went through 
some tough times and I don’t think any parent or any family can 
appreciate what you went through unless they’ve gone through it 
themselves. They may say they understand, but they don’t. So I’m 
real happy she’s doing well. 

Mr. Moran. Thank you. 

Mr. Burton. And I want to tell you one more thing. We are com- 
mitted, I and I think a majority of this committee, to doing eveiy- 
thing we can to open up the process and we’re going to work with 
both your gentlemen to try to get that done. 

They have Representative on there, you know he’s a Senator. Do 
you know why they call a senator the upper house? It’s because 
they had no room for them on the first floor. 

Senator. 

STATEMENT OF ED GOCHENOUR, STATE SENATOR FROM 

GEORGIA 

Mr. Gochenour. Thank you, Mr. Chairman. 

I’m honored to be here before you today and even more honored 
to be sitting here with these two Congressmen, who are obviously 
very knowledgeable from what they’ve already said. 

I am a State Senator from Georgia, and in my third term. In No- 
vember 1996, I was diagnosed with a brain tumor myself. Obvi- 
ously it was shocking to me, and went to three of the best neuro- 
surgeons in Georgia trying to make a determination how to ap- 
proach this. Obviously, not being familiar with the situation and 
cancer, but we went to the neurosurgeons. And basically they had 
all contradicted themselves after I got through talking to them all, 
and they obviously didn’t know exactly what in their opinion was 
the best approach because they all said different things and they 
all said the other one wasn’t saying the exact same thing. So I had 
to make a decision on what I was going to do; what neurosurgeon 
I was going to go to or exactly what was going to happen. 

So Jifter talking with my wife, even though everybody was trying 
to push us real hard, we backed off a little bit and started looking 
at alternative treatments and talked with a number of people. And 
after a significant amount of time we decided to go with Dr. 
Burzynski out in Houston, TX, which I know you’ve had some other 
patients from Texas here. I chose Dr. Burzynski, started treatment 
December 1996. After 3 weeks of treatment, 50 percent of the 
tumor was gone and after months the complete tumor was gone. 

He has two types of treatments; an IV initial treatment and I 
was on an IV treatment. Had to wear 2 IV bags and a pump 
around nearly 24 hours a day during my General Assembly session 
in Georgia for a whole year. And then this past December, I was 
able to get rid of that stuff and start taking capsules now for the 
next 3 or 4 months. 

But basically in a nutshell that’s my situation, my personal situ- 
ation, how I became involved with alternative treatments and al- 
ternative medicine. And because of that and finding out that alter- 
native doctors, and specifically Dr. Burzynski, was having tremen- 
dous trouble not only with the FDA but the local State medical ex- 
aminers and State doctors and stuff, I actually got a copy of Con- 
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gressman DeFazio’s Alternative Access to Medical Treatment Act 
and revised it for the State of Georgia. Georpa became on April 
22nd the 12th State to have that bill signed into law. And so in 
Georgia if a doctor wants to practice alternative medicine, if he 
meets just two simple requirements that he actually discusses oral- 
ly with the patient the potential side effects and what the outcome 
is, and he gets a written statement from that patient that he can 
practice alternative medicine without the fear of the State medical 
examiners harassing him. 

And Fm here to testify and hope that you at the Federal level 
cem do the same thing so that doctors like Dr. Burzynski and other 
doctors can practice also without the harassment of the FDA. 

My bill passed in a short time of 3 weeks, in Georgia that’s a 
pretty quick time of passing a bill, with nearly no dissension at all 
on the bill. Once I was able to discuss with the people, the General 
«Assemblv, what was going on and gave them my situation, they 
overwhelmingly supported the bill and saw that there was need to 
open up this access to doctors and alternative treatment. 

In the past year now, since this bill has been signed, there are 
doctors now just begi nnin g to practice alternative treatments. And 
my hope is that Dr. Burzynslu, who has a tremendous treatment 
for cancers of all kind, will be able to get his treatments approved 
or at some point where they can be accessed easily. Because what’s 
happening is, is that people can’t get to his treatments and because 
of the low number of people that are accessing his treatment, his 
price is high on his treatment. He’s not a large pharmaceutical 
company and doesn’t have the money himself and so very few peo- 
ple can actually access his treatment because insurance doesn’t 
cover it. My insurance didn’t cover it and I was fortimate, one of 
the people that was able to raise the money, nearly $100,000 to 
this point to take his treatment and still have to continue to raise 
the money to finish out his treatment, although we are fighting 
with our insurance company and hopefully that they will at some 
point in time see the wi^om in covering this type of treatment. 

You know, the politics of this issue is not on a partisan basis, ob- 
viously. All you’ve got to do is look at the situation and I think you 
got to follow the dollar. There isn’t a large constituency of people 
out there that are going to be here supporting the bill, but there 
will probably be people here opposing it. And I think that once 
again that the dollar is driving that, and I think that the large 
pharmaceutical companies don’t want access where people have ac- 
cess to alternative treatments. And Dr. Burzynski’s is one of those 
treatments, his patent, and he can pursue ms treatment and peo- 
ple can pursue it. 

I just want to thank you for this time before your committee and 
I will be glad to answer any questions. 

[The prepared statement of Mr. Gochenour follows:] 
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** Proprietary 


Testimony of State Senator Ed Gochenour of Macon, Georgia. 


Feb. 12, 1998 

Thank you Mr. Chairman and committee members. 

My name is Ed Gochenour and I am a State Senator from Georgia. I 
have a wife, Ginger, and we have been married 21 years. We have 
two boys ages eight and eleven. 

I have to run every two years just as you do and on the same cycle. 
One week before this past election I had an incident that caused me 
to believe something was wrong with my health. My initial reaction 
was that it was stress related because it was in the final days of the 
campaign. I called a doctor friend of mine and she got me into see a 
neurologist the next day. The neurologist thought I had a mini stroke 
based on his examination. He sent me for some test including an 
MRI just to see if I had had any previous stokes. Well, the MRI came 
back showing a 2 inch brain tumor in the right front side of the brain. 

I went to three of the best neurosurgeons in Atlanta and they seemed 
to contradict themselves in what the best options for treatment were 
for me. The last doctor was one of the best neurosurgeons at Emory 
University in Atlanta. This doctor suggested chemotherapy and 
radiation and said this might control the growth of the tumor for a 
while but eventually it would come back and be a lot worse and at 
that time we would have to see what options were available. 
Obviously this was not a very good option in my opinion. I decided 
against chemotherapy and radiation because of the toxic side affects 
and the increase chance of other cancers they themselves caused. 

A person that takes chemo and radiation is 25 times more likely to 
have another form of cancer than the average person. 
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I talked it over with my wife and we decided to look at an alternative 
type of treatment. I looked and studied the options for several weeks 
and decided that Dr. Burzynski had the cure for brain tumors. 

I began treatment in the middle of December and three weeks later 
50% of the tumor was gone. After five months the cancerous part of 
the tumor was completely gone. I have to remain on the IV part of 
the treatment until the end of this year and then will take the 
antineoplastons for several years by capsule. 

After learning of alternative treatments and the problems they were 
having with the FDA, this past January during the Georgia General 
Assembly I introduced and was successful in getting passed an 
Access to Medical Treatment Act. The citizens of Georgia believe 
that patients ought to have the access to the treatment of their choice 
when their lives are threatened. 

Because I am a State Senator my name has been in many stories 
nationwide associated with Dr. Buizynski. This has led many 
potential patients to call and ask me about the treatment and for help 
getting into a protocol. 

The most disheartening thing about the whole ordeal with the FDA is 
that while the FDA is allowing the antineoplastons to go through 
clinical trials to test their efficacy, they are making patients take 
treatments they do not want to take before they can become a part of 
a clinical trial. One reason we choose Dr. Burzynski is that his 
medicine is nontoxic. For the FDA to make a patient take radiation 
before they can become part of a clinical trial for antineoplastons is 
unreal. 

The FDA will not allow patients that don’t fit the protocols to take the 
antineoplastons without a fight. One gentleman from Texas had high 
blood pressure and because the medicine is a sodium based 
medicine taking the normal dose the way the protocol requires would 
have caused him more problems. This gentleman needed a special 
treatment unique to him. It took six weeks of fighting with the FDA 
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and getting his Congressman involved before he could take the 
treatment. 

When the FDA was created it was with good intent. The citizens of 
this country needed help with determining whether drugs were safe 
or not. But if I allowed my two boys to grow up without supervision 
they would become something different than they are now. They 
would be arrogant, belligerent, undisciplined and uncaring much like 
the FDA has become. I believe it is time that Congress steps in and 
brings some discipline to this department and restore some integrity. 

Thank you for your time. 
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Mr. Burton. Thank you, Senator. 

You said that your treatment has cost roughly $100,000? 

Mr. Gochenour. That’s correct. 

Mr. Burton. And did Dr. Burzynski indicate to you if there were 
a large volume of people taking these treatments and how that 
would effect the cost? Have you ever talked with him? 

Mr. GfOCHENOUR. Well, economics tells you that if he’s got 200 
patients now and all of them are not paying — are not able to pay 
as I have paid. If he’s able to sell this medicine and give it to other 
doctors that could use it, obviously the price of that medicine would 
come down. 

Mr. Burton. So some of the patients don’t have the ability to pay 
and they treat them anyhow? 

Mr. Gochenour. That’s correct. 

Mr. Burton. That is correct. OK. 

How much money did you have to spend. Representative Moran, 
in addition to your norm^ treatment? Was it a substantial amount 
of money for the other treatment for your doctor? 

Mr. Moran. Several thousands of dollars. We didn’t keep an ac- 
tual count, but it was several thousand. It wasn’t close to a 
$100,000, it was some fraction of that, but it was certainly in the 
thousands. 

Mr. Burton. Any of my colleagues have any questions? 

Mr. Kucinich. I just want to say thank you, Mr. Chairman for 
having this hearing. And also, I understand, as I’m sure many of 
the people do in the Congress from a personal standpoint, how im- 
portant the message which you are brinpng here today is, how it’s 
affected you personally, how it’s affected your family. And this bill 
that Mr. DeFazio is bringing forward is an important first step in 
bringing recognition to those millions of Americans who are already 
aware of how alternative therapies can improve their chance not 
only for living but their quality of life. 

So I wanted to say, and I know we’re going for a vote in a 
minute, but I thank each of you for coming to this committee and 
also for sharing with us something that is to you sacred. Because 
it is sacred when someone comes in and talks about how something 
affects their family, how it’s affected their own lives, and so I take 
that sanctity of a message with the importance of consideration it 
deserves and pledge to you my wholehearted support for the legis- 
lation. 

Mr. Burton. Mr. Sanders, do you have any questions? 

Let me ask one more question of Representative DeFazio and 
then we’ll let you folks go and we’ll go to vote. 

A lot of people have said that this bill is going to open the door 
to charlatans and people who are going to take advantage of inno- 
cent citizens who don’t understand. How do you respond to that? 

Mr. DeFazio. Well, Mr. Chairman, that certainly is a problem 
that’s been ongoing in medical treatment for centuries. My bill ac- 
tually builds in new protections against fraud that aren’t currently 
available. 

Well, first off, this would have to be a practitioner practicing 
within their scope of licensure within a State. States license health 
care practitioners. So you couldn’t have a chiropractor doing some- 
thing that was outside of that, like surgery or whatever. So it 
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would be within the scope of their practice. That’s the first protec- 
tion. 

Second, they would have to disclose that it was unapproved. 
They would have to get a written consent form that was signed by 
the patient. They would have to immediately suspend treatment 
and report any unanticipated and undue side effects, counter-indi- 
cations, problems with the treatment that imperiled the patient. 

It provides that they could not have a financial interest, they 
could not advertise the treatment nor could the manufacturers ad- 
vertise the treatment. 

And then people would say, “Well, then what are you doing?” 
What we’re doing is allowing practitioners who have inquisitive 
minds who are capable of just reading what’s going on in Europe 
and elsewhere to inform their patients about those treatment or al- 
ternative treatments that are available here without worrying that 
someone might break down their door or try and lift their license, 
which is an actual fact to fear. 

Mr. Burton. And there have been prosecutions for this? 

Mr. DeFazio. Yes. 

Mr. Burton. Let me just say to all three of you, I really appre- 
ciate your being here. This committee is committed to trying to 
make sure that everybody has access to alternative treatments, 
whether it’s through the bill Mr. DeFazio is sponsoring or some 
other mechanism, and we’re going to be having the FDA before this 
committee on a regular occasion until we get some answers. 

And with that, thank you for being here. And Representative 
DeFazio and Moran, if you choose to come back and want to sit on 
the panel, we’d love to have you. 

The Chair stands in recess until this vote is concluded. 

[Recess.] 

Mr. Burton. The committee will reconvene our second panel and 
I hope my colleagues or I hope those in the room will not be dis- 
couraged by the lack of attendemce at the hearings. This happens 
sometimes when there’s a lot of things going on but we make the 
record available to all Members and our pursuit of the FDA in try- 
ing to bring about fairness will continue and will be resolute, so 
don’t be discouraged because there aren’t a lot of Members here at 
this point. 

So we’d like to have Dr. Lyle E. Cheadle. Am I pronoimcing that 
correctly? 

Mr. Cheadle. Yes, sir. You are. 

Mr. Burton. Come forward and bring your guest with you. Have 
a seat. You have an opening statement, sir? 

Mr. Cheadle. Pardon me? 

Mr. Burton. Do you have an opening statement you’d like to 
make? 

Mr. Cheadle. Yes. 

Mr. Burton. Would you pull the microphone real close to you so 
we can hear you? 

Mr. Cheadle. I guess my opening statement Congressman Bur- 
ton is that we are enraged at what’s going on. 

Mr. Burton. Pull it closer, please. 
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STATEMENT OF LYLE E. CHEADLE 

Mr. Cheadle. We are enraged at what’s going on with the FDA, 
and I think the testimony that I’m about ready to give kind of 
shows that. We’ve been trying to get the FDA to do something now 
since September 15th. They haven’t even responded officially to my 
correspondence and the testimony that I have here will kind of out- 
line what transpired since September 15. 

Mr. Burton. OK, sir. 

Mr. Cheadle. And I’ll just go ahead with my testimony, if you 
don’t mind. 

Mr. Burton. Sure. 

Mr. Cheadle. Mr. Chairman and members of the committee, my 
nsime is Dr. Lyle E. Cheadle, Ph.D. 

This is my daughter, Janet Isabella Cheadle. She is 7 years-old 
and has been to hell and back. She has been diagnosed as a Stage 
rV Neuroblastoma cancer patient. Over a period of 17 months, be- 
ginning on February 28, 1996, she has suffered through 10 months 
of very aggressive chemotherapy, 6 days of ablation chemotherapy, 
3 days of total body radiation therapy, twice each day and then a 
very gruesome bone marrow transplant resulting in the doctors 
telling us on Februa^ 17th and 18th that our daughter had only 
hours to live. With Ciod’s will, many prayers and tears, the good 
Lord brought her back from the brink of death. 

She was discharged in remission, only to incur three life-threat- 
ening secondary infections. She has been in relatively good health 
since August 1997. That may sound like good news, but this dis- 
ease has a 93 percent rate of recurrence which results in death. 
Most medical journals do not give survival rates after 2 years. They 
know what happens. 

After seeing what the damage standard protocols have wreaked 
on our daughter, Janet, we began research for an alternative treat- 
ment. We came across the Burzynski Clinic in Houston, TX. We 
contacted the clinic and we were told the Oncolo^ Division of the 
Food and Drug Administration had to approve the treatment. On 
September 15, 1997, I wrote a letter to Mr. Paul Zimmerman, the 
Consumer Safety Officer, requesting that my daughter be allowed 
treatment at the Burzynski Clinic. While awaiting an answer, we 
gathered all the medical records on Janet and sent them to the 
Burz 3 mski Clinic for evaluation. 

After waiting approximately 3 weeks for an answer from Mr. 
Zimmerman, I called his number eind via voice mail asked if he had 
any intentions of responding to my letter. As a result of my phone 
call, JoAnn Minor called me and said we’d have to wait for Dr. 
Burzynski’s treatment protocol before we can do anything. The pro- 
tocol package was sent to the FDA via fax. It was returned to the 
doctor’s office disapproved in less than 5 duty hours. 'The doctor’s 
office called and said the FDA had disapproved the protocol and 
would not allow the doctor to treat Janet prophylactically. 

I was shocked by this response from the FDA. 

The same evening I tracked down Mr. Zimmerman at his home 
phone and called lum. He could not recall reading the letter. It 
amazes me that I wrote the letter and sent it express mail directly 
to him, “personal for.” He could not recall reamng the letter. He 
seemed confused. Several days before my call I had Dr. Reginald 
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Moore, MD, call Mr. Zimmerman. He also seemed to be confused 
when Dr. Moore called. 

The morning after I called Mr. Zimmerman at his home, I re- 
ceived a call from Mr. David Banks, also from the FDA. I cried and 
begged both of these men to at least give my daughter a fighting 
chance. My pleas fell on deaf ears. Mr. Bsinks sent me a write-up, 
apparently from the “Journal of the American Medical Association” 
by a Dr. Green. It was dated 1992, as I recall. It was a smear of 
the treatment I was seeking and the doctor who invented it. 

I called Mr. Banks back. He told me to call a Dr. Blaney at the 
Texas Children’s Cancer Center. I was referred to a Dr. Stacey 
Berg. We discussed Janet’s cancer. Dr. Berg stated that a patient 
in remission was not eligible to participate in this clinical trial for 
obvious reasons — nothing to measure. I spoke of the Burzynski 
Clinic. Dr. Berg stated she was familiar with the clinic. She agreed 
Janet had nothing to lose and everything to gain. She could not un- 
derstand the logic behind the FDA’s decision to refuse Janet treat- 
ment in view of the very, very poor prognosis of Janet by three 
highly qualified oncologists. 

I wrote four letters to the President, a letter to the First Lady, 
every member of the Texas Delegation to Congress. Unfortunately, 
only Senators Phil Gramm, Kay Bailey Hutchison and Representa- 
tive Chet Edwards responded. The FDA responded to Phil Gramm. 
They have not responded to Senator Hutchison because she has 
sent me three letters apologizing for the delay. I have received 
nothing back from Representative Chet Edward except a letter tell- 
ing me that he cannot change a policy, procedure or regulation of 
a Government agency. The FDA tells me their hands are tied by 
laws that Congress has passed. I just wonder, who is in charge? 

The FDA’s reasons for not approving the treatment I seek for 
Janet are that it is inherently dangerous or there is no evidence 
the treatment would work. How in God’s name do they know 
whether it works, if they don’t try? When I asked the FDA why the 
treatment is dangerous, they tell me to reveal that information 
would violate the doctor’s proprietary rights. I wrote a letter to the 
doctor, asking him to refute the FDA’s statement, which he did in 
a letter dated December 12th, which is attached to this testimony. 

Mr. Chairman, it appears to me that the only patients allowed 
to be treated by this doctor are terminally ill. What chance does 
any treatment process have which has only basket cases to work 
with? This gives the FDA ample opportunity to say, “See, we told 
you it woul^’t work.” 

Mr. Chairman, my family feels like trapped rats. We do not know 
from one day to the next if this cancer is going to return with a 
vengeance and kill our child but we know that there is a 93 percent 
chance that it will do so. We feel like screaming and lashing out 
at those who would sit and pass a death sentence on our daughter. 
Mr. Chairman, what the FDA is doing is tantamount to murder. 
That is the only word that I can come up with to describe their ac- 
tions. 

The FDA is the most arrogant agency of Government I have ever 
encountered. They are drunk with power over the life or death of 
cancer patients. They are vindictive and spiteful of anyone that 
does not adhere to their perceived norms. Mr. Chairman, we have 
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had a long war on cancer. The FDA needs to get on board to help 
conquer this terrible disease that kills 600,000 Americans every 
year. They apparently despise individual researchers when they 
should be acting in concert with them. They are a thorn in the side 
of finding a cure for cancer. Why should I have to fight the FDA 
to save my child? They should help me, not hinder me. 

We wonder why our Government is locking themselves behind 
secure doors, met^ detectors, armed guards and et cetera. We have 
forgotten that our government is of the i^ple, for the people. We 
do not need bureaucrats setting up their little kingdoms in our 
Government agencies. 

1 also strongly feel that the GAO needs to conduct an exhaustive 
audit of the FDA to find out if they’re working for the American 
taxpayers and not the big pharmaceutical companies. 

That concludes my testimony, Mr. Chairman. 

[The letter referr^ to follows:] 
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SXANISIAW K. BUKZYNSKI, M.D., Ph.n. 
IKriVKNAI.MK1>K3NK 
120(0 maiMONi) AVR . sum! 2fi0 

HOUSTON. Tr-XAS 770#2-2<J1 



Fax: 8175472670 


December 12, 1997 


Lyle Cheadle, M.D. 

826 CUffsidc Drive 

Barker Helghti, TX 76548 

Dear Dr. Cheadle, 

Thaokyou foryoor fax ofDaeeaibcr 8, 1997 which I recelvad todav i 

eommenti in the iettar from the FDA which needt to be addrome?' * *** 

1) EITectivcncfi of antiaeoplaatoBa hi ncoroblaMoma 

2} FDA SBggestioB thaf ‘^heu drags can be harmfut.’* 

The folknriBg is my rcapoiiac ta these two issaea: 

1) la oar Phase II study of Antiaeoplastoiis AlO aad A$2.| hi p,|u„ 
Nenrobiastoma, we treated aa|y one patical who obtaiaed banu 

(more than 50% decrease la tumor sixe). P^niai raspi,^^ 

2) The FDA requires us to file safety reports on all fini ocearreaeee 

and on adverse reactions that are unexpected and sorioui or Iti ***^ **Ue|lv 
daring administration of anttacaplastoBS, rcgsrdlcH If aatfiioo ^ 

or contributed to the advene oxperieoee. We are b the ****** eausad 

1998 Anaaal Report to the FDA, which will hteluds all saeb ad ” ^'^**'"^lloa m 
reported to the FDA rince the prevloas Aanaal Report of '**'’Uoni ** 

expeiieacm of this type reported to the FDA and sD of them con ^s 

hypernatremia (Incressed coneentration of sodium in sarnm) 
available htfonastioa, it is oar condnsioa tiiat four cases of hv****^ ** 
caused by the brain tumor. In an addMonal caM, bMi coaeeBh!r^**'^l* War 
in seram was most likely caused by low fluid intake. In three ofikL” * 

hyponatremia was completely or partially rctaivtd. One patle«i**** *••••( 
bleeding from the tumor aad another from extensivo cancer and "**** 
treatment for hypernatremia. ’ *^0101 the 
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I hojlfe thii infomiatioii wlU be useful to you. Please do not hcshatc to contact us 
again If you reqnirc more infonaation. 


Sincerely, 

S. R. Burzyniki, MJ>., Pb.O. 


SRB/cf 
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Mr. Burton. You have a lovely daughter, there, doctor, and I in- 
tend to talk to the gentlemen you talked about today. 

Mr. Cheadle. ok, sir. 

Mr. Burton. I’ll call him today and if you want to stick around 
after the conclusion of the hearing, maybe we can talk to him to- 
gether and see what we can do about that. 

Mr. Cheadle. We have to get a flight at 5:22. 

Mr. Burton. Well, we’ll be talking to him, probably about 4. 
How’s that? 

Mr. Cheadle. OK That’s fair. Thank you very much. 

Mr. Burton. As I understand it, your daughter can’t survive any 
more chemotherapy. Is that correct? 

Mr. Cheadle. No. The doctors said she would never get through 
a second bone m 2 UTOw transplant. 

Mr. Burton. Now, this cancer that she has, is it likely to return 
any time soon? 

Mr. Cheadle. Well, they say it normally comes back between the 
first and second year. 

Mr. Burton. And how long has she been free? 

Mr. Cheadle. The last time we checked was about 3 months ago. 
She was still in remission and we just returned from the hospital 
in San Antonio before I came up here, where they had done tests 
on her, but we haven’t got the results of them yet. 

Mr. Burton. OK. How much money do you anticipate, if you can 
go to Dr. Burzynski’s clinic, it would cost to help her? 

Mr. Cheadle. Would cost me personally, sir? 

Mr. Burton. Yes. 

Mr. Cheadle. Well, I think the startup cost and everything is 
about $17,000. And then, depending on which type of medication 
they give her, between $2,000 and $6,000 a month. 

Mr. Burton. Has he indicated to you what kind of success rate 
he’s had with this kind of cancer? 

Mr. Cheadle. Sir, he has had one neuroblastoma cancer patient 
emd they have gotten to 50 percent reduction in the tumor. How- 
ever, this child, as I am told, had been through two bone marrow 
transplants and was essentisdly what I said, a basket case, when 
the child got there. 

Mr. Burton. So he’s only had one case. 

Mr. Cheadle. He died of a secondary infection. 

Mr. Burton. But he thinks that there is a possibility it might 
help her? 

Mr. Cheadle. Yes, sir. 

Mr. Burton. OK. Well, we’ll look into it at the conclusion of the 
hearing today and see what we can do to help. OK? 

Mr. Cheadle. Thank you very much, sir. 

Mr. Burton. Do you have any comments, professor? 

Our third panel is Dr. Tammy Geurkink. Is that correct? 

Dr. Geurkink Born. Yes. 

Mr. Burton. Geurkink, is that right? 

Dr. Geurkink Born. Yes. 

Mr. Burton. Dr. Peter Matthiessen. Is that correct? And Dr. 
James Gordon. I only mentioned three. Did I have a fourth one? 

Do you have opening statements? Why don’t we start with you. 
Dr. Matthiessen? They have the neime tags in the wrong place. All 
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set now? Why don’t we start with the young lady. Dr. Bom, would 
you care to go first? 

Dr. Geurkink Born. Thank you very much, Mr. Chairman. 

Mr. Burton. If you can try to keep your comments to 5 minutes, 
ni submit the rest for the record. 

Dr. Geurkink Born. OK 

Mr. Burton. We’ll allow you a little latitude if you need to go 
longer. 

Dr. Geurkink Born. OK. 

STATEMENT OF TAMMY GEURKINK BORN, M.D. 

Dr. Guernkink Born. I’m here today to give you a perspective 
of the Access to Medical Treatment Act, as a board member be- 
cause in spite of all the work done already on FDA reform, the job 
remains unfinished. And it remains unfinished in a vitally impor- 
tant area, as we’ve been talking about today, is patient access. 

The FDA Reform bill passed last year did nothing to change the 
accessibility to alternative or complimentary medicine. In spite of 
what we’ve been told, it did nothing to increase patient access to 
unapproved therapies and it only codified existing law as it per- 
tains to access to drugs already in the IND pipeline. I hope to give 
you a perspective from a practicing physician and as a member of 
a licensing board. 

I am the vice-president of the Michigan Osteopathic Board of Li- 
censing and Regulation. I have recently been appointed as a voting 
delegate to the National Federation of State Medical Boards. I have 
been practicing a scientifically based complementary medicine for 
10 years in Grand Rapids, MI, and I have included for the testi- 
mony, a few of our more dramatic testimonials that have been writ- 
ten by our patients over the past years on the successes that they 
have experienced by combining the best of the alternative and tra- 
ditional therapies. 

My main objective today, however, is to give you a perspective 
that you may not have heard. A perspective that may explain to 
you why true patient access does not exist in this country cur- 
rently. Two years ago I attended a National Federation of State 
Medical Board conference in Chicago, IL. The focus of the very first 
presentation was how to stop the practice of alternative and com- 
plementary medicine. As one Assistant Attorney General of Califor- 
nia said at the meeting, “It’s difficult for us to get patients to com- 
plain about these doctors, so we’ll have to find a way to get them 
ourselves.” He asked for a show of hands for how many States had 
prosecuted alternative medicine doctors. Many of the State reps 
raised their hands. Then he asked for a special conference of those 
to compare how they had been successful in prosecuting alternative 
physicians, simply because they practiced complementary medicine, 
not because they practiced bad medicine. Doctors may have been 
prosecuted for recommending nutritional or dietary therapies, not 
even necessarily controversial treatments. In fact, out of the 4 
years that I have been on the board in Michigan, the number of 
alternative doctors that have been prosecuted for incompetence is 
extremely low. Many physicians practicing complementary thera- 
pies combine them with tradition^ therapies, allow their patients 
the best in each tradition. Many States have adopted policies that 
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have forced patients to seek medical care in other countries, or 
other States that may have more progressive policies. But if com- 
petent and well intentioned doctors are forced out of practice be- 
cause they cannot bring a type of care that their patients need or 
want, patients will be forced to seek their health care from unregu- 
lated and unlicensed practitioners. Many good doctors with ad- 
vanced degrees are unwilling to provide complementary therapy be- 
cause of FDA and local medical society pressures. Despite over- 
whelming evidence that many complementary therapies are more 
effective and less costly, many doctors are unwilling to incorporate 
them into their own practices. Every doctor practicing good medi- 
cine should be able to incorporate complementary therapies into his 
or her own practice without fear of retribution from the FDA. 

My job description as a State medical board member has been to 
protect the people of Michigan. I have been amazed at the swift 
and decisive actions which can take place in an effective medical 
board while policing its member physicians. And if you’d like me 
to tell you more about the process in which a physician can be dis- 
ciplined, I’ll be glad to go into that later. Physicians who harm 
their patients or in some way endanger the lives of patients are 
dealt with swiftly and effectively by State medical boards. The Ac- 
cess to Medical Treatment Act actually complements the medical 
boards and allows them to do their work much more effectively. As 
the bill demands that practitioners have solid reasons for believing 
that a therapy will work before providing it to anyone. No good 
doctor would want to jeopardize his license or livelihood by provid- 
ing unethical treatments. The Access to Medical Treatment Act 
provides that the practitioner must know that a therapy will not 
cause harm. This provision can only help a State medical board 
while encouraging patient education and patient autonomy. Ensur- 
ing that a physician provides the best treatment for patients and 
the opportunity for the much needed research on complementary 
medicine eire the AMTA’s most notable provisions. 

Many of my patients can afford the best of any medical care and 
they have chosen nontraditional therapies. While the FDA has 
done a great job at protecting patients from harmful drugs, it is un- 
clear who they are protecting while prohibiting the further re- 
search and practice of complementary therapies. The patients who 
seek complementary therapies are not vulnerable, or likely to be 
taken in by doctors offering “quack cures.” These patients are well 
informed and educated and the same therapy should be afforded 
patients who are unfortunate and uneducated. Patients need to be 
informed of all their options and madce a decision in conjunction 
with their family, their doctor, and their spiritual guide as to the 
right treatment for them. 

It has been my goal to offer the best and most affordable health 
care to the patients that I can. I love my job. I have been able to 
help himdreds and hundreds of patients live more full and enjoy- 
able lives. I could tell you stories of many patients who have had 
their legs amputated and couldn’t walk without getting chest pain. 
Many of them have been outraged that they were not given all of 
the available information about options either concerning their am- 
putations or surgeries. I have many patients who travel to other 
countries to receive treatments for their cancer because no physi- 
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cian in the United States was able to offer treatment for them. The 
Access to Mediced Treatment Act will allow patients who cannot af- 
ford to travel to Czechoslovakia for a cancer treatment or to Italy 
for an AIDS treatment a glimmer of hope that these treatments 
may one day be studied more thoroughly in the United States. 

I believe I have a moral obligation to offer my patients informa- 
tion concerning all therapies available to them. I did not enter 
medical school knowing I would become interested in and practice 
complementary medicine. In fact, I had planned on being a sur- 
geon. However, my own experience and insight has led me on a 
path which can only lead me forward. Forward into the future, and 
a future in which all patients are afforded the best medical care 
that we as physicians can offer. 

Do you want me to stop? 

Mr. Burton. If you’d like, we can ask you questions emd you can 
proceed later. We’ll submit the rest of it for the record. 

Dr. Geurkink Born. That’s great. 

Mr. Burton. Thank you. 

[The prepared statement of Dr. Geurkink Bom follows:] 
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I am here today to give you a perspective from a Licensing Board member, because 
in spite of all of the work already done on FDA reform the job remains unfinished. 

It remains unfinished in a vitally important area - True Patient Access. 

Unfortunately the FDA Reform bill passed last year did little to change the 
accessibility to alternative or complementary medicine. In spite of what we have 
been told it did nothing to increase patient access to unapproved therapies and only 
codified existing law as it pertains to access to drugs already in the IND pipeline. I 
hope to give you a perspective from a practicing physician and as a member of a 
licensing board. 

I am the Vice-President of the Michigan Osteopathic Board of Licensing and 
Regulation. I have also been recently appointed as a voting delegate to the 
Federation of State Medical Boards. I have been practicing scientifically based 
complementary medicine for ten years in Grand Rapids, Michigan. I have included 
for the record a few of the dramatic testimonials written by our patients over the 
past years of the successes they have experienced by combining the best of 
alternative and traditional therapies. 

My main objective today, however, is to give you a perspective that you may not 
yet have heard. A perspective that may explain to you why true patient access does 
not exist currently. Two years ago I attended a National Federation of State Medical 
Boards conference in Chicago, Illinois. The focus of the very first presentation was 
how to stop the practice of alternative and complementary medicine. As one 
Assistant Attorney General of California said at that meeting -"It is difficult for us 
to get patients to complain about these doctors, so we will have to find ways to get 
them ourselves," He asked for a show of hands for how many states had prosecuted 
alternative medicine doctors and many of Che state representatives raised their 
hands. Then he asked for a special conference to compare how other states had been 
successful in prosecuting alternative physicians simply because they were 
alternative not because they practiced bad medicine. Doctors may have been 
prosecuted for recommending nutritional or dietary therapies, not necessarily 
controversial treatments. In fact out of the four years that I have been on the board 
in Michigan, the number of alternative doctors that have been prosecuted for 
incompetence is extremely low. Many physicians practicing complementary 
therapies combine them with traditional therapies to allow patients their choice of 
the best in each tradition. Many states have adopted policies that have forced 
patients to seek medical care in other countries or other states that may have more 
progressive policies. If competent and well intentioned doctors are forced out of 
practice because they cannot bring the type of care that their patients need or want 
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patients will be forced to seek their health care from unregulated and unlicensed 
practitioners. Many good doctors with advanced degrees are unwilling to provide 
complementary therapies because of FDA and local medical society pressures. 
Despite overwhelming evidence that many complementary therapies are more 
effective and less costly, many doctors are Unwilling to incorporate them into their 
own practices. Every doctor practicing Food medicine should be able to incorporate 
complementary therapies Into his or her own practice without fear of retribution 
from FDA and state medical boards . 

My job description as member of the State Board of Michigan has been to protect 
the people of Michigan. I have been amazed at the swift and decisive actions which 
can take place in an effective medical board while policing it's member physicians. 
The Access to Medical Treatment Act would do nothing to undermine the board's 
authority. Physicians who harm their patients or in some way endanger the lives of 
patients are dealt with swiftly and effectively by State medical boards. The Access 
to Medical Treatment Act actually compliments these medical boards and allows it 
to do its work much more effectively as die Bill demands that practitioners have 
solid reasons for believing that a therapy will work before providing it to anyone. 
No good doctor would want to jeopardize his or her license and/or lively hood by 
providing unethical treatments. The Access to Medical Treatment Act provides that 
the practitioner Doubt know that the therapy will not cause hand. This provision 
can only help a state medical board while encouraging patient education and patient 
antinomy. Ensuring that physicians provide the best treatments for patients and the 
opponunity for the much needed research on complementary medicine are the 
AMTA's most notable provisions. 

Many of my patients can afford the best of any medical care and they have chosen 
nontraditional therapies. 'While the FDA has done a good job at protecting patients 
from harmful drugs it is unclear who they are protecting while prohibiting the 
further research and practice of complementary therapies. These patients are not 
vulnerable or likely to be taken in by doctors offering "quack cures". These patients 
are well informed and educated and the name therapies should be afforded patients 
who are less fortunate and uneducated. Patients need to be informed of all of their 
options and make a decision in conjunction with their family, their doctor, and their 
spiritual guide as to the right treatment for them. 

It has been my goal to offer the best and most affordable health care to the most 
patients that I can. I love my job. I have been able to help hundreds and hundreds of 
people to live more full and enjoyable lives. I could tell you stories of patients who 
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had no hope; who had legs amputated or who could only walk twenty feet without 
getting chest pain and now are able to walk or were able to save their remaining leg 
from amputation. 1 have patients who have been outraged that they were not given 
all of the information available from their doctors. They were not given options 
concerning their amputation or their surgeries. I have many patients who have 
traveled to other countries to receive treatments for their cancer or other chronic 
ailments because no physician in the United States was able to offer this treatment 
for them. The Access to Medical Treatment Act will allow patients who cannot 
afford to travel to Czechoslovakia for a cancer treatment or to Italy for and AIDS 
treatment, a glimmer of hope that these treatments may one day be studied more 
thoroughly in the United States. 

I believe that I have a moral obligation to offer my patients information concerning 
all therapies that are available to them. I did not enter medical school knowing that I 
would become interested in and practice complementary medicine. In fact much the 
opposite. I planned on being a surgeon. However, my own experience and insight 
has lead me on a path which can only lead me forward. Forward into the future. A 
future in which all patients are afforded the best medicine that we as physicians can 
offer. 

In a recent Grand Rapids Press article a study was cited in which the administration 
of significant doses of Folic Acid and Vitamin E were tested in thousands of nurses. 
The death rate from heart attacks dropped more than 50%. With The Access to 
Medical Treatment Act the recording of beneficial medical treatment is required, 
therefore, enabling this very significant information to be disseminated in a much 
more timely fashion, saving hundreds maybe thousands of lives. The research 
studies encouraged by The Access to Medical Treatment Act will significantly 
impact the lives of the American public. Lives will be saved and health care will be 
administered in a more cost effective and efficient manner. What traditional therapy 
can offer a 50% reduction in deaths due to heart disease? Yet, are physicians 
routinely recommending that their patients take high doses of Polic Acid or Vitamin 
E? Many are not! Rich and poor patients, educated and uneducated people, 
professional and laborers will all benefit from the research encouraged by this bill. 

If the United States is to continue to offer the best medical care in the world we 
must look at the beet of non-traditional and traditional therapies. Fifteen years ago 
when I entered medical school we had no courses on nutrition or alternative 
medicine. In fact there were no lectures in all four years of medical school on the 
importance of diet and nutrition in promoting a persons health or preventing a 
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disease. Now a few medical schools across the country are offering courses in 
alternative medicine. While this is a great beginning, I can see how the impact of 
The Access to Medical Treatment Act could be much more profound for our 
already aging and ailing Medicare population. Our illness based curriculum and the 
attitude of "you give me a symptom and I'll give you a pill" by many medical 
practitioners is not good medicine and is in many ways unethical today. Many 
illnesses and diseases can be treated without costly medicines or surgeries if the 
public is aware of ways in which they can take responsibility for their own health 
care and their own treatment Everyone will benefit. While it is very important to 
teach doctors how to treat a patient when they are ill, it is more important to teach 
tiiem how to maintain health and wellness. If patients are given the freedom to steer 
the course of their health care, assisted by trained health care providers everyone 
benefits. 
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Mr. Burton. One thing that you said that struck a harmonious 
chord, you were talking about tne amputations where people later 
found out there might have been an alternative therapy. 

Dr. Geurkink Born. Yes. 

Mr. Burton. And it reminded me of the movie, “Kings Row” with 
Ronald Reagan where he woke up and they cutoff both his legs un- 
necessarily and that seems analogous to some of the things the 
FDA is allowing to happen when people’s lives are at stake and it 
just seems unfortunate. 

Dr. Geurkink Born. That’s right. 

Mr. Burton. Anyhow, we’ll get back to you in just a moment. 

Dr. Geurkink Born. Thanks. 

Mr. Burton. And we’ll submit the rest of your statement for the 
record. 

Dr. Geurkink Born. OK 

Mr. Burton. Dr. Matthiessen. 

STATEMENT OF PETER MATTHIESSEN, M J>. 

Dr. Matthiessen. Mr. Chairman, members of the committee, 
Winston Churchill used to say, “Americans can always be trusted 
upon doing the right thing, aiter they’ve tried everything else.” So 
we Germans have always admired the American way of trial and 
error and so I feel very honored to be able to spe^ before you 
today about the status of complementary, alternative and non- 
conventional medical practices in Germany today. 

Allow me to inti^uce myself briefly. My name is Peter 
Matthiessen, I have been wearing two professional hats for many 
years. Trained as a specialist in neurology and psychiatry, I am ac- 
tive in direct patient care as chief of a medical service in a large 
community hospital in Herdecke and in addition, I am active sci- 
entifically as Head of the Department of Medici Theo^ that is 
monitor medicine and complementary medicine at the University of 
Witten/Herdecke. 

The Herdecke Hospital is a community hospital with close to 500 
beds and encompasses all customary medical and surgical specialty 
practices. Established in 1969, it rapidly became known all over 
Germany as the Herdecke Model and is since then the best known 
medical institution which includes complementary and Edtemative 
medicine in its services. In this hospital we have attempted to cre- 
ate care structures and a working atmosphere which have as their 
goal the care of the individual patient so that diagnosis and ther- 
apy is guided by the person’s bodily, psychological and spiritual di- 
mensions as well as their individual biography. 

Without exception the knowledge basis oi all our physicians prac- 
ticing there is that of modem scientifically established medicine. 
But beyond that, we attempt to come to an extended, more encom- 
passing comprehension of health, illness and healing, and thus con- 
cern ourselves also theoretically and practically with various modes 
of complementary medicine. In acute patient care we then also uti- 
lize herbal medicines, remedies of anthroposophical medicine, ho- 
meopathic remedies, as well as external applications, massage, 
baths, and so on. And beyond that we utilize various artistic thera- 
pies such as music therapy, painting therapy, curative eurythmy. 
It is our intent with such therapies to activate the patient, as much 
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2 is possible, in actively participating in overcoming an illness and 
insofar as possible, re-establish health. 

Not only because of its innovative character and the countrywide 
interest in receiving care at this hospital, but also because of for- 
eign including American interests, our government has supported 
a further expansion of the hospital to the tune of 130 million DM. 

Now, the other institution I serve as a professor is the University 
of Witten/Herdecke, the only private university in Germany, estab- 
lished in 1983 by a group of established scientists. They had the 
goal to engage not only in mainstream scientific pursuits, but to ex- 
tend the spectrum of scientific investigation; to followup also im- 
conventional points of view and begin to cultivate a rationed sci- 
entific pluralism. Our faculty and students place upon themselves 
the demand to followup questions and problems firom various theo- 
retical or philosophiceu and empirical perspectives and cultivate 
various methodologies. 

Medicine in Germany is not a uniform edifice of theory and prac- 
tice, but rather a higmy pluralistic edifice. This became especially 
evident in 1976 during the intensive and highly controversial dis- 
cussion preceding and surrounding the passage of our new Medica- 
tion Law. 

The main focus of the debate at the time was the demonstration 
of therapeutic effectiveness. Our legislators acted wisely, at least 
from my vantage point. They did not take upon themselves the role 
of judging the adequacy of science, but rather spoke in simport of 
the actually existit^ pluralism in medicine. I am quoting from the 
report of the committee on the legislation in 1976. 

It is the unaitiinous view of the committee that it must not be the task of the 
legislator to give preference to the methods of one of the competing lines or schools 
of therapy in determining effectiveness of a medication. Rather, the committee was 
guided by the political mal that in the guidelines for acceptance of a medication 
there must be clearly reflected the existing scientific pluralism. 

A consequence was the establishment of a commission for each 
of the so-called “special lines of therapy,” namely phytotherapy, ho- 
meopathy and anthroposophical medicine. The task of the commis- 
sions being “the evaluation and preparation of scientific data in ac- 
cordance with the standards and experiences of the corresponding 
lines of therapy and the formulation of indications for use.” The im- 
plementation of this expert advice is then taken on by the Federal 
Department of Health. 

The legislative intent and act, to permit nonconventional modes 
of therapy to exist besides the conventionally established medical 
practices was then also reflected in the German insurance legisla- 
tion which applies to the institutions providing health insurance to 
90 percent of the population. Accordingly, it is mandated that 
“treatment methods, remedies, and medications of the special lines 
of therapy are not excluded from reimbursement.” The special lines 
of therapy must also fulfill the criteria of indication, necessity, cost 
effectiveness, as well as quality and efficacy. 

Let me say a few words about the situation of research and sup- 
port for research in Complementary and Alternative Medicine — in 
short CAM. Despite the widespread presence of those methods in 
the health care of our population, CAM was only marginally rep- 
resented at German universities. Thus no adequate structural or 
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personal resources could be developed for efficient and competitive 
scientific investigation. 

For this reason and in view of widespread and ever increasing 
interest in nonconventional methods of treatment, the Federal Gov- 
ernment supported from 1981 to 1996 investigations focused on 
“Nonconventional Methods of Cancer Treatment” and beyond that, 
since 1986 a further project covering “Nonconventional Medical 
Lines of Therapy.” 

Under my direction a working group at Witten/Herdecke Univer- 
sity was given the mandate to: No. 1, provide an analysis and cata- 
logue of the status of scientific research in CAM; No. 2, to establish 
a directed and efficient method of supporting research in CAM; 
and. No. 3, to coordinate and support the various scientific endeav- 
ors. 

A desired goal was to support serious empirical scientific endeav- 
ors in CAM and at the same time to separate the what from the 
chaff. 

What have been our experiences so far? 

Sooner than we hoped we have arrived at a good overview re- 
garding which direction of investigation are valuable for establish- 
ing the scientific basis of CAM, and thus potentially supplement 
and enrich conventional medicine. We have ^so gotten a good over- 
view of questionable, even fraudulent procedures for which no plau- 
sible theoretical basis existed and where there was not even an in- 
terest in unprejudiced investigation, for it became evident that 
such practices were not able to meet the criteria for research pro- 
posals. 

Quite aside from the research activities and results of obtained, 
the most important result of the efforts is that a dialog has been 
set in motion, a dialog between different modes of thinking and act- 
ing in medicine. And this has led to a greater tolerance and ex- 
change of various points of view, theoretical pursuits, and above all 
different question, so that limits and possibilities are more ame- 
nable to evaluation and mutual cooperation is closer at hand. 

On the basis of our experiences in Germany with CAM in public 
health care, I would like to recommend to the committee that CAM 
is subjected to careful review and evaluation. However, I would 
caution that the legislative requirements for proof of efficacy in ap- 
proving therapies and medications of CAM are not too narrow, con- 
straining and restrictive. Room for different schools of therapeutics 
should be taken into account. Care must be taken not to endanger 
the development of potentially valuable therapies or methods of 
providing health care for the public. That would lead to an impov- 
erishment through paradigmatic uniformity in medicine — estab- 
lished by legislation. 

It is our experience that where the legislative framework is pro- 
vided for the unfolding of a pluralistic medicine — ^which already ex- 
ists de facto — the ensuing critical but open dialog is most efficient 
in distinguishing valuable and promising therapies from fraudtilent 
methods. Thus it is in all our interests that we work for those who 
are ill in an open, honest and critical fashion, the goal being to 
help the ill human being. 
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I thank you for your interest and wovild like to let you know how 
impiessed I am by your pursuit of providing legislation for a free 
pluralistic medicine appropriate for the human individual. 

Thank you. 

[The prepared statement of Dr. Matthiessen follows:] 
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Mr. Chairman, Members of the Committee, Ladies and Gentlemen: 

I am very honored to be able to speak before you today about the status of 
complementary, alternative and nonconventional medical practices in Germany 
today. 

Allow me to introduce myself My name is Peter Mathiessen. I have been wearing 
two professional hats for many years. Trained as a specialist in neurology and 
psychiatry, I am active in direct patient care as chief of the medical service in a 
large community hospital in Herdecke and in addition, I am active scientifically as 
Head of the Department of Medical Theory and Complementary Medicine at the 
University of Witten/Herdecke. 

The Herdecke Hospital is a community hospital with close to five hundred beds 
and encompasses all customary medical and surgical specialty practices. 
Established in 1969, it rapidly became known all over Germany as the Herdecke 
Model and is since then the best known medical institution which includes 
complementary and alternative medicine in its services. In this hospital we have 
attempted to create care structures and a working atmosphere which have as their 
goal the care of the individual patient so that diagnosis and therapy is guided by 
the person's bodily, psychological and spiritual dimensions as well as their 
individual biography. 

Without exception the knowledge basis of all physicians practicing there is that of 
modem scientifically established medicine. But beyond that we attempt to come to 
an extended, more encompassing comprehension of health, illness and healing and 
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thus concern ourselves also theoretically and practically with various modes of 
complementary medicine. In acute patient care we then also utilize herbal 
medicines, remedies of anthroposophical medicine, homeopathic remedies, as well 
as external applications, massage, baths, etc. Beyond that we utilize various 
artistic therapies such as music therapy, painting therapy, curative eurythmy. It is 
our intent with such therapies to activate the patient as much as possible in 
actively participating in overcoming an illness and insofar as possible reestablish 
health. 

Not only because of its innovative character and the countrywide interest in 
receiving care at this hospital, but also because of foreign, including American 
interests, our government has supplied a further expansion of the hospital to the 
tune of 130 million DM. 

The other institution I serve as professor is the University Wittett/Herdecke, the 
only private university in Germany, established in 1983 by a group of established 
scientists. They had the goal to engage not only in mainstream scientific pursuits, 
but to extend the spectrum of scientific investigation; to follow up also 
unconventional points of view and begin to cultivate a rational scientific 
pluralism. Our faculty and students place upon themselves the demand to follow 
up questions and problems from various theoretical or philosophical perspectives 
and cultivate various methodologies. 

Medicine in Germany is not a uniform edifice of theory and practice. In theory and 
practice it is highly pluralistic. This became especially evident in 1976 during the 
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intensive and highly controversial discussions preceding and surrounding the 
passage of our new Medication Law of 197& 

The main focus of the debates at the time was the demonstration of therapeutic 
effectiveness. Our legislators acted wisely: They did not take upon themselves the 
role of judging the adequacy of science, but rather spoke in support of the actually 
existing pluralism in medicine. I am quoting from the report of the committee on 
the legislation in 1976: 

It is the unanimous view of the committee that it must not be the task of the 
legislator to give preference to the methods of one of the competing lines or 
schools of therapy in determining effectiveness of a medication. Rather, the 
committee was guided by the political goal that in the guidelines for acceptance of 
a medication there must be clearly reflected the existing scientific pluralism.” 

A consequence was the establishment in 1978 of a commission for each of the so- 
called 'special lines of therapy', namely phytotherapy, homeopathy and 
anthroposophical medicine. The task of the commissions being "the evaluation 
and preparation of scientific data in accordance with the standards and 
experiences of the corresponding lines of therapy and the formulation of 
indications for use.” The implementation of this expert advice is then taken on by 
the Federal Department of Health. 

The legislative intent and act, to permit nonconventional modes of therapy to exist 
besides the conventionally established medical practices was then also reflected in 
the German insurance legislation which applies to the institutions providing health 
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insurance to 90% of the population. Accordingly, it is mandated that "treatment 
methods, remedies and medications of the special lines of therapy are not 
excluded from reimbursement." The special lines of therapy must also fulfill the 
criteria of indication, necessity, cost effectiveness, as well as quality and efficacy. 
These too are to be judged on the basis of scientifically reproducible data. 

However it was only a few months ago, some twenty-one years after the passage 
of the original legislation, that the German legislative branch expressly established 
regulations that require the special points of view and experiences of the various 
lines of therapy to be taken into account when the state of prevailing scientific 
knowledge is Judged. 

Let me say a few words about the situation of research and support for research in 
Complementary/Altemative Medicine (in short CAM). Despite the widespread 
presence of those methods in the health care of our population, CAM was only 
marginally represented at German universities. Thus no adequate structural or 
personal resources could be developed for efficient and competitive scientific 
investigations. 

For this reason and in view of widespread and ever increasing interest in non- 
conventional methods of treatment, the federal government supported fi-om 1981- 
1996 investigations focused on "Non-conventional Methods of Cancer 
Treatment," and beyond that since 1989, a further project covering "Non- 
conventional Medical Lines of Therapy." 
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Under my direction a working group at Witten/Herdecke University was given the 
mandate to: 

1) provide an analysis and catalogue of the status of scientific research in 
CAM; 

2) to establish a directed and efficient method of supporting research in 
CAM; and 

3) To coordinate and support the various scientific endeavors. 

A desired goal was to support serious empirical scientific endeavors in CAM and 
at the same time separate the wheat from the chaff. 

What have been our experiences so far? 

Sooner than we hoped we have arrived at a good overview regarding which 
directions of investigation are valuable for establishing the scientific basis of 
CAM, and thus potentially supplement and enrich conventional medicine. We 
have also gotten a good overview of questionable, even fraudulent procedures for 
which no plausible theoretical basis existed and where there was not even an 
interest in unprejudiced investigation, for it became evident that such practices 
were not able to meet the criteria for research proposals. 

In view of the methodological aspects of proving effectiveness we have come to 
realize that in many cases the randomized controlled studies may not be 
appropriate. This is so because of therapeutic concepts which are highly 
individualized and also in view of the ever increasing autonomy of patients who. 
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at least in Germany, are ever less willing to permit themselves to be randomized, 
thus making good randomized studies all but impossible. 

Thus other study designs had to be developed and applied which were acceptable 
to representatives of both conventional and non-conventional medicine so that 
positive results could be acknowledged by established scientists and negative 
results would be taken seriously by defenders of non-conventional therapies. 

Quite aside from the research activities and results obtained, the most important 
result of the efforts is that a dialogue has been set in motion, a dialogue between 
different modes of thinking and acting in medicine. This has led to a greater 
tolerance and exchange of various points of view, theoretical pursuits, and above 
all different questions, so that limits and possibilities are more amenable to 
evaluation and mutual cooperation is closer at hand. 

Despite the great significance which science has in medicine, not everything 
which is fruitful in real life and in the individual's care in medical practice can be 
scientifically established and proven. Science in medicine is never an end in itself 
but always has only an ancillary function; it has the task to support and improve 
the training, contexting and careful judgment by the therapeutician. The Art of 
Healing however is always more than an applied science, namely it is the Art 
which strives to comprehend the uniqueness of each individual and to provide her 
with the best possible help in a situation which may be utterly unique, 
unexchangeable and never to recur in the same way. 
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On the basis of our experiences in Germany with CAM in public health care, 1 
would like to recommend to the Committee that CAM is subjected to careful 
review and evaluation. However, I would caution that the legislative requirements 
for proof of efficacy in approving therapies and medications of CAM are not too 
narrow, constraining and restrictive. Room for different schools of therapeutics 
should be taken into account. Care must be taken not to endanger the development 
of potentially valuable therapies or methods of providing health care for the 
public. That would lead to an impoverishment through paradigmatic uniformity in 
medicine — established by legislation. 

It is our experience that where the legislative framework is provided for the 
unfolding of a pluralistic medicine (which already exists de facto), the ensuing 
critical but open dialogue is most efficient in distinguishing valuable and 
promising therapies from fiaudulent methods. Thus it is in all our interests that we 
work for those who are ill in an open, honest and critical fashion — the goal being 
to help the ill patient. 

I thank you for your interest and would like to let you know how impressed I am 
by your pursuit of providing legislation for a free pluralistic medicine appropriate 
for the human individual. 
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Unconventional medicine in Germany 

A report on the situation of research as basis for state research 
support 

B. Rosslenbroich. S. Schmidt and P.F. Matthiessen 

SUMMARY. lo Gcnnaay methods of nacoBVcntloiial medicine are widely used, in 
with long tradition, espedaBy by geocrai practitionen and in some private dhiks and sanatoii- 
oms. Their application is mostly based on pmctkal experience, since only a few areas have been 
sdentUkally evaluated. Now the Federal Ministry for Research and l^chnology (BMFT) has 
announced that it will support ftiture research projects in uneonventioBal meckine. In prepa- 
ration, the BMFT engaged a research team at the University of WIttcn/Herdecke to analyse the 
situation of research In unconventional medidne and to evalnntc the problems and posdbfli* 
ties for research in Germany. This paper summarizes the results of this work, and indudes the 
recommendations for state research support that were made to the BMFT. 


INTRODUCTION 

In the Federal Republic of Oermany (FRG), as in other 
European and non-European countries, the use of uncon- 
ventional medicine (UM) has been on the increase in 
recent decades. 

The tenn 'unconventional medicine* describes fonns 
of treatments and diagnostic procedures that are not 
taught and scientifically evaluated at the univeraities and 
that are usually excluded from reseaich funding. 

There is not tmly a growing number of patients 
demanding unconventional dierapies, but also an 
increasing amount of interest on the part of medical 
practitioners. 

The application of UM therapies is at preseiu usually 
based on practical medical experience, though some ha^ 
a background of specific medical systems and hypothe- 
ses. Despite dieir increasiag popularity, most types of 


UM are not yet accepted by conventional medicine. For 
this the reasons are manifold, and include the fact diat 
few treatments in UM have been scientifically evaluated. 

Against this backdrop, in 1985 and 19W the Ger- 
man parliament entrusted the government with the task 
of assisting the scientific evaluation and future devel- 
opment of UM by means of targeted research support 
In preparation for this, a team at the University Wit- 
ten/Herdecke was engaged by the Federal Ministry for 
Research and Technology (BMFT) to analyse the situa- 
tion in UM research, to investigate the reseoch activities 
and research possibilities in (jennany. and to make rec- 
ommendations for state support of research. 

With the help of written and personal interviews with 
scientists and physicians, data and commentaries on UM 
research were collected over a period of qrproximately 3 
years. Scientists and study groups were found who were 
ready and able to carry out teteaidi proje c ts in UM on 
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a scientific level high enough to qualify for state spon- 
sorship. In addition, a survey of relevant international 
scientific literature was drawn up. The findings of these 
investigations have been published in German. The main 
topics and various other therapies are discussed in detail, 
including a list of about 1300 references to scientific 
papers the field of UM.^ The following text gives 
a short summary of the findings of this work. 

GENERAL SITUATION OF UM IN GERMANY 

Surveys^ show that about 70% of the German pecula- 
tion have Mi e d natural remedies at some time or ocher. 
52% are convinced of the effectiveness of natural reme- 
dies. From the beginning of the *70$ till the end of 
the *80s the propoition of those regularly using natural 
remedies rose from 30%-46%. An enquiry among gen- 
eral practitionen and internal specialists^ revealed chat 
of those questioned 34% frequently, 48% seldom. 10% 
only at patient's request, and 8% never prescribe nat- 
ural remedies. Between 60-70% of all general practi- 
tionen prescribe natural remedies regularly or sporad- 
ically. According to information supplied by the BAH 
(National Association of Drug Manufacturers), the pro- 
portion of herbal remedies on the German pharmaceu- 
tical market currently stands m between 20% and 30%. 
Taken from the whole (jerman turnover in pharmaceu- 
tics. sales of phytocherapeutics increased from 7.7% in 
1985 to around 10% in 1989. 

Acupuncture associations say that an estimated 6000- 
8000 physicians use acupuncture. Besides its use in the 
field of UM. acupuncture is also used to some extent 
in conventioruil pain therapy. Thus about 77% of die 
outpatient pain clinics, including those of some univer- 
sities. use acupuncture. According to information from 
homoeopathy associations there are about 2000 practis- 
ing hornoeopaihs, and altogether about 16000 therapists 
who prescribe homoeopathic remedies. While compie- 
mentary medicinal procedures are predominantly used 
by gen^ practitioners, they are also in use at some hos- 
pitals and sanatoria. 

Although the various types of UM are very hettroge- 
nous. unconventional di^apists see the implementation 
of 'natural therapy’ principles in many medical proce- 
dures of UM as a common denominator. Natural ther- 
apy mediods aim at an active participation of the organ- 
ism and the harnessing of its natural capacity for self- 
regulation, adjustment and regeneration. They try to 
support and direct the 'self-healing capability* of the 
organism. In contrast the methods of 'artificial ther- 
apy* involve assigning to the organism a passive role, 
aimed primarily at eliminating pathological changes or 
their imputed causes. i.e. by operative or chemical inter- 
vention. pharmacological steering back to normal, or by 
means of artificial replacement of substances, functions 
or organs. 


The therapies with the widest distribution and most 
extensively recognized medical effectiveness are sum- 
marized in the first section of Table 1 . In addition the 
second section shows forms of therapy that have some 
di^bution in Germany. Finally there are many other 
less significant forms of therapy in UM which are not 
lis^ here. 


TohW 1 Methods of UM 


- Phytotherapy 

- Homoeopathy 

- Anthroposophical Medkine 

- Physiottwnpy and Balneobgyt 

- Aoipimctuie 


- Special dietary systems 

- Neural Therapy 

- OsygcA and ^one Therapies 

- ElecUoacupuncture according to VoU 

- kiorfsonance Therapy and Mota-Concept^ 

- Thtermowfulation DiagnoaiP 

- Chiropractic Therapy 
-Microbiological Remedies^ 

- Organic Remedies^ 


>ln their traditional thenpeutte uec as natural medidne, e.g. 
as Kneipp-Ther^; ^Diagnoelic and therapeutic procedures 
that try to make use of paticnis o«m electrical oactUaliom; 
^Diagnom by means of meaeuhng the relative surface 
ttsipcrature of the skin in varioiA locations; %4cdkincs 
produced from mkrootganiHRS; hdadkines produced from 
animtl or human organa. 

The following text gives short summaries of the 
sicustion in the research into UM in (jermany, with 
reference to the first five listed therapy forms. The 
present stand of scientific evaluation is discussed tak- 
ing into consideration the available iniemational litera- 
ture. of which only examples or reviews are cited in this 
paper. Detailed information can be found in the above- 
mentioned publication.) 


PHYTOTHERAPY 

In Germany the definition phytotherapeutics is used to 
describe extracts from plants which are used as reme- 
dies. The constituents can be obtained either from the 
whole plant or from parts of it. Thus they usually com- 
prise a very complex chemical substance. In Germany 
phytotherapeutics are manufactured by the phannaceu- 
tical industry and subject to Gennan laws pertaining to 
pharmaceutical products. 

The use of botanicals in medication has a long tradi- 
titMi and modern therapies have evolved out of it Chemi- 
cal compounds have been isolated from plants and devel- 
oped into modem drugs. Besides this, the traditional use 
of hertol medicines is still widespread. 

Conventional phannacologists today tend m refrise to 
do research on herbal remedies or to recommend them 
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for drug therapy because of the heterogenity of their 
compounds. Thus herboJ medicines are widely rejected 
by university clinics and almost entirely excluded from 
scientific appraisal, especially in the held of clinical 
research. For this reason i^yiotherapy belongs to UM. 
although it is widely used not only by complementary 
therapists, but also by conventional general practition* 
ers. 

A main area of scientific evaluation of phytotherapy 
is pharmaceutical research. Modem technology makes it 
possible to gain exact pharmaceutical knowledge about 
medical plants. Every year about 1500 new herbal com- 
ponents are isolated worldwide. However, despite inten- 
sive research, up to now only about 10% of the 400 
plants which are of importance to European phytother- 
apy have been analysed exactly.^^'^ 

Pharmacological studies are another area of research. 
Thanks to international research and using modem 
research methods, well-substantiated findings have been 
achieved for a number of medicinal plants and their 
components. Efficacy mechanisms have been success- 
fully studied e.g. in Ginkgo biloba. Peppermint oil. Men- 
thol, Garlic. Echinacea, Silybum marianum, Whitethorn 
and Camomile. Another example is the insight into the 
antiphlogistic effects of some plants and (heir com- 
pounds. Neverdteless. pharmacological knowledge about 
many phytotherapeudcs is still fragmentary. In addition 
to the insufficient knowledge about pharmacodynam- 
ics and efficacy mechanisms, there is little information 
about toxicity, especially for long-term use of drugs or 
mutagenity and carcinogenity. The question as to the 
relevance of research on isolated components fcM* their 
use in phytotherapeutics. and the feasability of develop- 
ing pharmacological models for full extracts, is posing 
a general methodological problem. Fortunately, research 
in this field has been increasing for the last 10 yean in 
Germany as well as in other countries.^-i^ 

Up to now, very few phytotherapeutics have been 
studied in clinical trials, with only isolated research 
or none at all for most herb^ remedies in use. The 
small group of relatively thoroughly clinically tested 
phytotherapeutics include Ginkgo biloba. Silybum mar- 
ianum. Garlic, Crataegus, and Peppermint oil.l^~*^ 

Further examples of plants for «^ich clinical research 
papers are available include Valeriana. Podophyllum, 
Ginger root. Horse chestnut seeds. Ruscus. Seieooa 
repens. Pygeum airicanum. Willow bark. Evening prim- 
rose oil. Tanacctum, Mistletoe, Pbyllantus amarus, 
Panax ginseng and Senna leaves. 

Many of these research papen have been criticised, 
for the most part hecause of unsatisfoctory study designs. 
For example, in tiie case of Ginkgo biloba the quality 
of study designs, the relevance of basic studies on the 
clinical application and other problem areas is currently 
causing heated controversy in Germany. One of (he main 
reasons for (his is that Ginkgo biloba is one of the most 
frequently prescribed medicines in Ceitnany, despite the 
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fact that pharmacologists do not recommend its use in 
therapy. This explains why Ginkgo biloba trials attract so 
much more attention than those of many other remedies, 
and demonstrates that controversies of this nature are fre- 
quently caused by factors other than scientific ones. 

Very few phytotherapeutics have been as well 
researched as Peppermint oil for p^ents with irritable 
colon, for which there are pharmacological and clinical 
studies, which in quality and quantity convincingly 
substantiate their usage, including the recommended 
dosage.9->6 

Another example are the clinical studies on 
Whitethorn, which clearly indicate an efficacy in 
the treatment of cardiovascular diseases. However, 
clinically relevant information as to the optimal dosage, 
dosage frequency or. for instance, the appropriate stage 
of cardiac insufficiency at which Whitethorn could be 
most effectively administered, is not provided.^-ii 

Despite their small number, the available clinical stud- 
ies on phytotherapy demonstrate that phytotherapeutics 
can be scientifically researched, thereby producing inter- 
esting results for medical science. 

With reference to the research groups active in Ger- 
many, there is efficient pharmaceutical research into phy- 
totherapeutics, and this research contributes to the inter- 
national knowledge in this field. At universities, work 
on the components of medicinally relevant plants is 
undertaken by the institutes of i^tarmaceutical biology, 
some of which are directly concerned with their practi- 
cal application in phytothcrepy. There is very Unle phar- 
macological research id Germany on herbal drugs. The 
few existing research groups investigating pharmocolog- 
ical problems are working on a high level on both in 
vitro and in vivo models, some groups working at uni- 
versity institutes and others in the pharmaceutical indus- 
try. They provide the field of phyte^enpy with valuable 
information, but they are quantitatively too few to deal 
with the large number of herbal remedies in practical use 
and their pharmacological problems. 

Systematic clinical research into phytotherapy in Gtf- 
many is very rare, although some of the available clinical 
studies are performed here. Very few clinical research 
groups at universities are involved in work on phy- 
totherapeutics, and there are no systematic, long-term 
research programmes investigating problems arising in 
clinical practice. Most clinical trials are research assign- 
ments commissioned by the pharmaceutical industry, and 
are conducted primarily for the requirements of stare 
registration of drugs. This kind of research throws up 
many problems, for instance, the clinical relevance of 
the investigation is frequently unclear, the trials are often 
limited in size, and there is publication bias, which is 
also the subject of intensive discussion in conventional 
medicine. This research is having almost no influence 
on the practical applicatiem of phytotherapeutics. such 
as indication, dosage, or other details concerning their 
usage. Phytotherapeuiic textbook descriptions are mostly 
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Still based on traditional recommendations and the prac* 
tical experience of individual doctors. 

HOMOEOPATHY 

In Germany homoeopathic medicine is usually prac* 
tised by general practitioners, some of whom special* 
ize entirely in this field, while others incorporate it into 
their usual medical practice. There are also some clinics 
and sanatoria which make use of homoeopathy but, as 
in other countries, it continues to be excluded from the 
universities. 

In Germany there is a long homoeopathic tradition, 
uid a number of homoeopathic associations are active 
in the collection, processing and structuring of homoeo* 
pathic knowledge and expeiieace. Vxational training 
and further edu^on in homoeopathy are, for the most 
part, conducted by these associations in their own educa- 
tional institutes. However, these activities are based more 
on the homoeopathic therapy experiences, while work on 
a modern scientific level to not yet become established. 

In the international research field there have been 
many and varied approaches to bask research studies, 
which attempt to prove principal work mechanisms and 
the effects of potentised medicines, but only a few of 
these have as yet been systematically reproduced. 

Some of the best research projects have been carried 
out by a French team on the subject of allergology using 
the basophil degranulation test, and it is common knowl- 
edge thm the results of these tests eriggeted oflf lively 
controversy among scientists. 

The second important approach was by a German 
team, who examined various enzyme systems in rats 
after administration of potentised substances. This 
approach was carried out using modern biochemical 
m^ods and recently also in blind conditions. It is a sig- 
nificant step in biochemical research into (he question of 
potentised medicines, and needs to be urgently followed- 
up. reproduced, and further developed by other research 
reams. 

The situation as fir as clinical studies is concerned 
is dominated by individual studies on widely differing 
indications and medicines. There have been hardly any 
systematic studies on specific indications and illnesses. 
Study designs which fulfill (he special needs of homoeo- 
pathic diagnosis and therapy are the exception rather 
than the rule. 

Suggestions have been made for metiiods of 
research into homoeopathk treatments using con- 
trolled studies. 19-20 These involve the homoeopath 
incorporating his usual diagnosis and wggestions for 
treatment; when the chemist supplies the prescription 
the medicine is given randomized as venim or placebo. 
A study on migraine using this design is being carried 
out in Munich. The advantage of this study design is 
that homoeopathic pharmaceutic procedure does not 


have to be disturbed. 

Further suggestions have been made on the subject of 
more individualized study designs. It would, for exam- 
(rie. be possible to recruit the patient groups for clini- 
cal Qials according to their homoeopathically specified 
typologies, in order to form more homogeneous collec- 
tives. This procedure could serve as a model for the 
study of homoeopathic medicines and the homoeopathic 
system of diagnoses and therapies. The relevance of 
single-case study designs for clinical trials in homoeopa- 
thy has as yet to be evaluated.2i 

Despite all these difficulties there are accounts in the 
international literature of a number of promising con- 
trolled studies, which demonstrate that clinical trials of 
homoeopathy are possible.22<i23 psticularly. the mmhod- 
dogicaliy efficient studies are additionally able to pro- 
vide first evidence for the efficacy of homoeopathic treat- 
ments, thus confirming the practical experierree of physi- 
cians. Up to now about 1 15 controlled clinical trials have 
been carried out in the field of homoeopathy. 

Oifferentiared judgements will, however, only be 
made feasible by further studies, whkh if possible 
should include a sysrematic processing of exemplary 
indications including their reproduction. The meta- 
analysis of Kleijnen tl al22 dmonstiatts particularly 
clearly the need for methodological improvements. 
However, their analysis of controlled clinical studies on 
homoeopathy did bring evidence for its effectiveness. 

Some of the available clinical studies on homoeopa- 
tiiy were conducted in Germany. There are a number 
of research reams in Germany working either in basic 
research or in the field of clinical research. But as iso- 
lated groups they are not able to solve the problems con- 
nected with homoeopathic research throu^ continuous 
interdisciplinary efforts. 


ANTHROPOSOPHICAL MEDICIME 

Anthroposophical medicine is based on the scientific and 
philosophical principles of anthroposophy, which was 
founded by Rudolf Sreiner at the beginning of this cen- 
tury. Steiner first creafed an epistemological basis and 
then went on to elaborate a description of nature and 
man, including the areas of soul and spirit as well as 
those of physical and organic functions. On this basis he 
develops new aspects for various areas of practical life, 
including the medical fieid.24-27 

Today anthroposophical medicine is practised by gen- 
eral practitioners and also in nine hospitals and five sana- 
reria in Gennany. In the ho^tals. especially, it is inte- 
grated with all forms of conventional roedkine. 

Anthroposophical medicine does not consider itself to 
be opposed to conventional medicine, but rather as an 
extension of it It is founded on the recognition of four 
distinct aspects of the human being: the physical body, 
the life organisation which includes all organic functions. 
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(he soul aspect and intelligent self. While inter-related, 
none is reducible to the laws of another, for instance the 
principles of physics cannot be used to describe the {mn- 
ciples of life and organic functions, as conventional sci- 
ence predominantly tries to do. Anthroposophic sconce 
attempts to develop an original biology embracing (he 
special organization of living organisms and principles 
of life. The attitude to health, sickness and healing takes 
into account this ^holistic’ concept.^2t 

In medicinal dierapies anthroposophical medicine uses 
medicaments obtain^ mostly from mineral, botanical 
and sometimes animal sources. Potentised medicines 
are also used. In addition there ate a number of non- 
medicinal therapies, such as special kinds of massage 
and physical treatments, medicinal baths and various 
artistic tiierapies. 

Research into anthroposophical medicine is mainly 
devoted to attempts to understand the relationship 
between the physical-organic basis and the soul aiul ^>ir- 
itual aspects of human beings, and their significance in 
the processes of health and sickness. In addition, the 
development of new medicines involves a qualitative 
assessment of their properties to expand the conventional 
analytical methods. 

The research into the efficacy of mistletoe ctMnpounds 
(Viscum album) in the treatment of cancer using vari- 
ous procedures is exemplary. In addition m conventional 
analytical studies of its active components, tfmmpts tst 
being made to find qualitative charactoistics for their 
application in tumour therapy. Pre-clioical research has 
produced evidence for the tumour-relevant reactions of 
mistletoe components, and a number of clinical stud- 
ies confirm the clinical efficacy of mistletoe in cancer. 
However, in practice it is still not completely understood 
why some patients react better than others to mistietoe 
therapy. In the field of anthroposophical medicine this is 
seen as an indication of die necessity for individualized 
research into therapies.^JOJ* 

An important area in basic research conc er ns the orga- 
nization of rhythmic functions in homan beings and the 
chrofiobiological a^wets of the processes of sickness and 
health. The aim is to gain undastandiog of the organic- 
physiological principles and also the progress of disease 
in a functionally dynamic way, in order to understand the 
organism’s reactions and consequently its healing capa- 
bility. Chronobiological research meth^ have been suc- 
cessfrilly used in clinical studies leading to new diag- 
nostic and therapeutic criteria, and for as s es sment ^ the 
course of disease. This has resulted in a number of clin- 
ical studies on cardiac physiology and on die efficacy of 

withropoiophical remedies, 

In addition there is a series of studies which are not 
prospective randomized triab but predominantly collec- 
tive case reports on anthroposophi^ treatments, such as 
for diseases like sarcoidosis, pseudocroup, memory and 
concentration problems in old age. otitis media. Most of 
the available studies are frxun Germany. 


Research groups are usually affiliated to Mthropo- 
sophical hospitals, some within (heir medical units and 
some with their own institutes for basic research. 


PHYSIOTHERAPY AND BALNEOLOGY 

In Germany the origins of physiotherapy can be traced 
back tt> the 19th century 'natural medicine’ movement 
which, as it developed, offered an alternative to the con- 
temponiy school medicine. Its aims were to use only 
natural factors in thera|^. such as the use of hot and cold 
water for ablutions, baths and douches, exposure to sun- 
light. physical exercise, exposure to wious climates, at 
high altitude or at the seaside. Balneology, the science 
of the application of healing waters and their dierapeu- 
tic effects, is frequently used in close coordination with 
physiotherapeutical trettments. 


Table 2 Some fonns of trealinem in physiotherapy 


Physical etcraaes and gymnaetics 

Kinesithenpy 

Massages 

Superficial Ihcnnothcnpy 
Supetfidal cryotherapy 
Electric stimulation therapy 
Deep heat therapy (diathermy and 
therapeutic uhnaonic) 
Hydiodietapy 
CUmaloihetapy 
Heliotherapy 

Combinationa ol the above therapiea 
Parts of manual thenpy, d uro pr a ctica. 
neural therapy 

Embrocations with esaenhal oils, 
induced srecatin^ tea ptaparalionB, 
inhalations 


Besides the classical forms of iher^, modern phys- 
iotherapy integrates some new treatments, which have 
been developed from modem tedinical advan ce ments. 
The most impoftani forms of phyriolhenpy are shown 
in Table 2. Ptaytiolherapy is widely use in combina- 
tion with other treatments. Kneipp therapy, for exam- 
ple. which was founded by the German priest Sebas- 
tian Kneipp (1821-1897X today consists ik S elmeots: 
hydrotherapy, exercise therapy, ph yt o thera p y, dwteiic 
treatment, and Ordaungsthecapie (regulative therapy). 

Today many forms of physiotherapy ueatiueut are 
fully integrated into cooveerional metheine and are 
exemplary for the iniegratioos of parts of naturopathy 
into conventional medidoe. For this reason they cannot 
be categorically labelled UDCooventional. However, there 
is alwqrs a certain t en d enc y to ostracize these therapies, 
especially in the scientific field, and there is no state sup- 
port for physiotherapy and balneology in Germany, even 
though physiothmpeutic treatment is an integral part of 
baric h^th care, such as in rehabilitation or the treat- 
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ment of rimunitisin. Thus it is veiy difficult to conduct 
hi(h quility research in this field and there are consid- 
erable gaps in the scientific appraisal of many of these 
methods. 

Then ace three additional featuies udiich distinguish 
some areas of physiolherapy and balneology from con- 
ventional medicine: 

1. Many of their methods d e pe n d on the s u pport and 
«HiiititMu»i of auionooiotis healing agen ci es for their 
efficacy, and must th ere fbi e be defined as natural ther- 
apies. 

i. Diagnosis and tteatmeat ate fnqaenily itdhieaioed by 
typological Ceanitcs. it. diey arc adjnsird aocotdiag 
to the patient's petion a l c ht tracte cis tics. 

3. Some diagnnstir a pproac hes and therapi es nee the 
prin cip l es of cnti-viaoeaD and viacero-cmaneons 
leilesive conneclinnt. udtich play a very i m portane 
role in many complementary therapies. 


progtimmes. Comparative studies have been undertaken 
for certain kinds of li p o mela bolic malfunction, respec- 
tively raised levels of triglyceride and cholesterol. 

Other examples ate oontcolled saidies into 
hydrotherapy.^ They thow that clinical r es e a rc h on 
a level coneqnnding to modem research standards is 
possible and advisable. Fspers on clinical research alto 
existed, far thesmclh er spy, e lec t ri c atimuletion therapy, 
execcim n ea tmcm and r ti aphalo ey phytimhetapy. 

Also, phytimhetapy tedmiqHca ate oAen baaed solely 
on practical diaical c rp c ci cs rc , and that is presumably 
the reason vshy much of their posemial within the bame- 
work of comemponry medicine it overlooked to some 
degree in favour of dnsg timrapim with therr fi rn ii r nt 
negative side cWtrti These ate a faw r esea e ch groups 
trorltiag on phyncal mediciae in Germany, tome of them 
affiliated » uaimtaatias. sotnt to medical catnres, Cur- 
icatiy a nnanbar of aew gtnapa ate eseterging. hdividnal 
jaminsMs have a long aadhttn in reeee ech on ph yei oth M- 
spy emi bafa i o ln gy and hemeom ri bme d coniidt m bly m 


inveatigating the working pti ncip k s ami wirrhtnitmt 
in tome of the phytioihcttipeutic methodt.>Mh Thcae 
include lesferch on ttaotemaneous el eoic a l nerve stim- 
ulation, hydrothe r ap y , UV-tay na a tm en t, ele ct ti c stimu- 


For tome aspects of phys i oth fr a p y and other thera- 


ACUPVNcnnE 


Acupunctiae it widely need in Cetintny, pattly by spe- 
dtlntd acapunctatitls, panly by nstatop^ asai addi- 
tionallyinoulpatitsnpainrlinirt Sotneofthephyiiriene 
naiag acapunmae am it egtinet a background Of Badi- 
tioaal Chinem medicin e , some more in the consext of 
tMeesem diagnosis end thsirapy. Despiee the in u t gta tiou 
of acupunctiae into pain dua^ it is not accepted by 


of the tmdies investigate the acme physiological and 
pathophysiological leactiout to physiodeetapcatic treat- 
meals, some of them using an animal model, some in 
the human organitm. Siudim investigating fae kmg-letm 
effcett of thorn therapies are lem faetpiem. In maiqr casm 
it hm not yet been pomible so brid^ the gap b etwee n 
them physiological flndings said the diaical efficacy of 


of acupunctiae into paia 
university teaching hospil 
The siiuaiian in imesm 
handicapped by the fact i 
bie to bridge the gap bet 


ational acupuncture r e s e et ch is 
faal it hm 001 yet beeu potti- 
iwnan rhinme philotophy and 
a scitatillc view of otgasutmt. 


im a cco rd i ng to the priimiplm of naoual therapy have 
■eaihed in the oonoepl of a therapeutic physiology evelv- 
iag in Gesmany. Against the backgro u nd of tpoaln- 
neous organic rhythms, the inactive periods a^ the 
timing asd sltsctiae of adaptive icapousm so iherapim 
which drmiamreui that reactiom to adeguam faera^- 
tic munipnletioue ahnqu have a periodic a ti w en n e, have 
been oho er ied with the methods of c hro u U biology. Them 
lindiage demuusirsor that it is po e eih l e to select ade- 
quam man m n a m the reactiou procem of die or ganism 

bn appropriam nianipulations.>UM4 

Controlled clinical atndim have been carried out in 
a few therapeutic aseas, but geiwrally apeaking clinical 
IT tr etch it rase.^ For example, there ase stadia which 
indkate tbm in compariaon with the Hvuimfin wbh smn- 
dard antihypcrlensivcs, minor hyperienaion can be tow- 
ered ederpiatrly by means of specific physical cxercim 


of viol ene r gy md me 
acupinirtine pohns have 
expiaia why acupunctun 
two area: on the one hat 


idima, and the epec i llcity of 
emasaed Hoclarified. Hut may 
iTirmcIi to fat limits haelf to 
1 fee seasch by meam of phyt- 
ilogiral modeb far tikea of 
the Mhsr, the proof of the dier- 


In Ac field of cancm 
into how far dm pain d 


dne e hold can be mndulaend by 


I have been iittaeiurd on 


unn srgmrntal reflexive w 
The Biggetvpoim-cimcept 


m Ae anhiect of segmental and 
ccmtacts widiin the human body. 


Qiaical r ea e a e ch into : 
number of non-coutrolled 


tcapnactare mchida a fttt 
studia m well m a stria of 
. headacha and back pain ate 
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the indications which have been investigated most exten- 
sively. Altogether there is some good evidence trom clin- 
ical trials for short-term effectiveness of acupuncture in 
some pain conditions, while the evidence for long-term 
effectiveness in pain-treatment is still weak. Trials indi- 
cating effectiveness in chronic pain are contradicted by 
negative findings in c^er trials. Further clinical studies, 
some with interesting findings, have examined tiM use 
of acupuncture in indications like asthma, cardiovascu- 
lar diseases, sinusitis, polliaosis. obstetrics and gynae- 
cology. as an ami-emetic, and during withdrawal from 
addicrion.^^^ 

In the majority of studies problems are posed by the 
unsatisfactory quality of their research methods and the 
inadequate presentation of findings in publications. It is 
consequently not yet possible to make definitive scien- 
tific statements on the therapeutic efficacy of acupunc- 
ture. This situation demonstrates the gap between dte 
practical experience of a considerably growing num- 
ber of physicians and an adequate scientific evaluation. 
There is an urgent need for properly conducted clinical 
studies to make possible a more accurate assessment of 
the therapeutic relevance of acupuncture. 

In future clinical trials it will be essential to define 
(he system of acupuncture being used in treatments, as 
to whether they are using the classical Chinese or West- 
ernized acupuncture or any forms in between. These 
and other details have been widely neglected in clin- 
ical studies, although attention to them is a prerequi- 
site for adequate judgement of fiitdings and for study 
comparability.^’ 

In Germany there are some research teams engaged 
in clinical research on acupuncture, most of (hem being 
based in outpatient pain clinics at universities, but the 
majority of clinical research papers do not come from 
Germany. Up to now it was not possible for research 
teams to develop the necessary know-how in continuous 
work over a period of some years, but there are a num- 
ber of physicians who would be interested in specializing 
in research in this field. Basic research is carried out by 
only a very few teams. 

SUMMARY OF RESULTS 

The results of the evaluation of research into UM can be 
summarized as follows: 

« In the first five above mentioned forms of th^- 
apy, which enjoy die widest distribution among UM 
in Germany, some research activities and interesting 
scientific findings do exists. Some of these are of a 
high scientific standard, but generally speaking there 
are considerable deficits in all scientific disciplines, 
including clinical and preclinical research. Examples 
of systematic research of high methodological quality 
into specific topics are rare, and the main reason frw 


this situation is that the UM are excluded from univer- 
sity research, making it necessary to conduct research 
beyond the bounds of established research institutes. 
Consequently, the organisational and methodological 
conditions are not conducive to good quality research: 
research is for the most part carried out by scientists 
working in an enclave. The complete lack of state 
support contributed to this situation, whereby sup- 
pon of UM research was blocked by the decision- 
making committees formed by experts in the conven- 
tional field. 

• In clinical trials research designs are frequently of 
poor quality and their presentation in papers is often 
incomplete. Nevertheless, the research papers demon- 
strate that a large propimion of UM is accessible 
for scientific evaluation, and that they justify further 
intensified research and state support. The problem of 
finding adequate methods for clinical trials in UM is 
currently under discussion.5'i9.20.2l 

• The lack of basic research leads to an inade- 
quate understanding of the therapeutic mechanisms of 
many unconventional therapies. The present inabil- 
ity to explain the mechanisms of treatments, for 
instance, homoeopathy with its potentized medicines. 
at acupuncture with its meridian system, against the 
background of modem scientific understanding, is one 
of the main reasons for their lack of acceptance in 
conventional medicine. 

• Basic research has to include detailed studies of the 
principles of stimulation of the so-called self-healing 
capability of the organism (in the sense of natural 
healing-processes), and their therapeutic relevance. It 
can be expected that this will lead to fundamental 
knowledge of the therapeutic approaches of natural 
medicine. 

• There are a number of research teams in Germany 
qualified to work in the field of UM at a high sci- 
entific level on both pre-clinicai and clinical top- 
ics. Until now their work has been hampered to a 
great extent by inadequate conditions. A few research 
groups work at the universities, but are usually iso- 
lated. Working on unconventional topics can ruin the 
reputation of a scientist. Recently there has been a 
slight increase in the interest in such groups. There 
is hardly any scientific discourse between represen- 
tatives of UM and those of conventional medicine, 
and the few discussions held tend to be polemic rather 
than objective. However, the difficulties are on both 
sides, with a tendency towards dogmatism. 

• Scientific discourse can best be initiated where 
research projects are established in close cooperation 
between the unconventional and conventional fields. 
This is confirmed by the experience gathered during 
UM research projects on oncological topics, which 
have already been sponsored by the BMFT. Such 
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cooperation can also lead to a great improvement in 
(he quality of research applications and projects. 


RECOMMENDATIONS FOR STATE SUPPORT 
OF RESEARCH IN UM 

The evaluation resulted in the following recommenda- 
tions for research support, which were addressed to the 
BMFT and also to other sponsors in Germany: 

1. The financing of the necessary infrastructure, mak- 
ing it possible for research teams to work continu- 
ally and long-term on UM themes utd problems, thus 
gathering experience and achieving the competence to 
engage in high-level research with inter-disciplinary 
cooperation. 

2. In tlw first phase of the research sponsorship the main 
emphasis ^ould be on (he five therapy forms dis- 
cussed in this paper. Clinical studies on chosen topics 
representative of the effectiveness of each respective 
therapy fonn should be sponsorKl. When at a future 
date tlw research teams have gained enough experi- 
ence and the infmtructure has improved sufficiently, 
other relevant therapy forms could be included. 

3. In selected main topics, investigation into the work- 
ing principles of the therapies should be sponsored, 
in order to improve their plausibility. 

4. The development and adoption of designs for clinical- 
therapeutical studies especially suited to the specific 
chvacteristics of UM should be spORSored. 

5. A critical examination of inietnadonal scientific lit- 
erature in die field of UM. including the compilation 
of a databank, is seen to be an essential suppotting 
measure. 

6. The scientific discourse between UM and conven- 
tional medicine should be institutionalized. 


By means of systematic research in the field of UM, 
it should be possible to show clearly the differences 
between thera^tically appropriate treatments and valu- 
able diagnostic and therapeutic principles on the one 
hand, and those whidi are unsuitable for integration into 
contemporary medicine on the other hand. 

The BMFT has been sponsoring UM research projects 
in the field of oncology since 1984. Now the BMFT 
has established a new research task force based on 
the recommendations of the team at the University of 
Witten/Herdecke. On Ist December 1992 the BMFT 
announced dua clinical studies in the fields of phy- 
totherapy, acupuncture, homoeopathy, andiroposophi- 
cal m^icine and parts of physical medicine wilt be 
sponsored, with die main emphasis on the cooper- 
ation between research teams and on studies which 


compare UM and conventional treatments. The BMFT 
appointed an independent expert committee for selection 
of research projects for central government support. 

Closing date for application for government support 
was I5th March 1993, by which time 230 applications in 
short form had been received for consideration. The great 
number of proposals for clinical studies included many 
promising research ouUines. thus confirming the results 
of the survey, which concluded that UM research can be 
intensified and that scientists can be found to cany out 
the work. 

The applications have been assessed by the indepen- 
dent expert committee, which selected die most inter- 
esting projects for the formulation of detailed research 
applications. It is anticipated that the first research 
projects sponsored by the BMFT can be started during 
1994. 
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Grants awarded to the Government’s Funding Area 
„Unconventional Medical Approaches" (UMA) 
(up to December 1997) 


Title 

Parfotining Organization/ 
Head of Project 

1 Time of fundmo 

Cinical and inminodennatological study an the effectnenass of axtetnal 
psoriasis therapy with Mahonia aqidfalhini in comparison to normal 
therapy with dithranol 

Univ.-Hautkiinik Freihurg 

Dr. Augustin 

Dr. Simon 

Prof. Dr. Schopf 

01.08.1994 

-30.06.1997 

Effecliventss and tolerance of ethereal plant ofl preparations in primary 
headache complaints 

Univarsitit Kiel 

PD Dr. Gobel 

01.08.1994 
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Comparison of the cfnico tharapoutk afficacy of a phytotharipeutic plant 
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placebo on outpatiants with anxiety, tension and restlasanass, and 
devalopniant of suHablo biometric procaduras 

Universitat Ubn 

Prof. Dr. Gaus 

Prof. Dr. Faust 

01.10.1994 

30.09.1997 

Contronad chnical trial on 'toughaning' by hydrotherapy in chidren with 
fraquant upper respiratory tract infections 

FUBartn 
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Clinical investigation of Acupuncture as acuta treatment far recurring 
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Mr. Burton. Thank you, Dr. Matthiessen. 

Dr. Grordon. 

STATEMENT OF DR. JAMES S. GORDON, DIRECTOR, THE 
CENTER FOR MIND-BODY MEDICINE 

Dr. Gordon. Thank you very much, Mr. Chairman. 

Let me introduce myself. I am a physician practicing here in 
Washington, DC, and I’ve worked in and around Washin^on since 
1971. I’m the director for the Center for Mind-Body Medicine, a 
professor at Georgetown Medical School, author of a book called 
“Manifesto For a New Medicine: Your Guild to Healing Partner- 
ships and the Wise Use of Alternative Therapies.” And I also was 
the first Chair of the Program Advisory Council to NIH’s Office of 
Alternative Medicine. 

I’ve been talking with people here in Congress for many years, 
probably over 20 years, and I have been sitting here this afternoon 
smiling a good deal to myself because I see how far we’ve come in 
these last— not only last 20 years, but even in the last 10 or the 
last 5 years. It’s extremely refreshing and hopeful for me to hear 
you and Representative DeFazio and Representative Moran speak- 
ing in the way you’ve been speaking this afternoon. 

The reason that medicine is changing so profoundly in this coun- 
try is because people want and need it to change. It’s not been a 
concerted effort of scientists or physicians. It’s been the demands 
of people, like the people we heard this afternoon, who have been 
sunering and not getting adequate care from the conventional med- 
ical establishment. They’ve been finding answers to certain prob- 
lems and not to other problems. 

I believe we’re in the midst of a revolution, a transformation in 
all of health care and I want to just highlight a few items that I 
think are particularly important and I go into them in more detail 
and more formally in my written presentation. 

First of all, if we just approve or make available a few other 
therapies, we will have only done a very small part of our job. 'This 
is not just about adding a little acupimcture here or a few herbs 
there. This is about deeply changing the way we do medicine and 
making all oiu: care responsive to people’s needs and teaching peo- 
ple what they need to care for themselves and educating them so 
that they can make informed choices and creating environments 
and attitudes that are truly healing for all people. This is a veiy 
profound change that we need because our heedth care system is 
in sorry straits in many ways. 

There are several important ways that we can help to bring this 
about and I want to highlight those now. In the long run we need 
thorough investigation of some of these promising new therapies, 
of new therapies that are developed in the laboratory of traditional, 
truly traditional therapies that have been used in other cultures for 
hundreds or thousands of years or indeed, tens of thousands of 
years. We need to take a good look at them. We need to take an 
intelligent look. We need to develop the appropriate methodologies 
and not insist that the therapy fit into a previously used methodol- 
ogy but to develop methodologies that are effective for that particu- 
lar therapy. 
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In that vein, the Office of Alternative Medicine has since its in- 
ception 6 years ago, been a beacon of hope for people. At times it’s 
been a faint beacon. Increasingly, the light is getting stronger. We 
need to sort of beef up the generator for that office. The office was 
initially funded at $2 million. The funding has gone up to $7, $12 
and now $20 million. That’s a tiny fraction of what’s needed in 
order to study promising therapies. 

Earlier there was some discussion about studying St. Johns Wort 
as a treatment for depression. That study will cost $1.5 million a 
year for 3 years. 'That’s one-twelfth of the office’s budget and that’s 
one therapy among hundreds that needs to be studied. So we need 
to create an office that has enough funding so that it can study the 
therapies that we need to take a look at, that we desperately need 
to take a look at. And we need to convert it from being an office, 
in which case it is dependant on the approval of other institutes 
in order to study therapies, to becoming a center on its own so that 
it can be funded at a much higher level, initially I would hope 
around $100 million and it can have the independent authority to 
look into those therapies that the people want to be looked into, not 
therapies that only the scientific establishment is interested in. 
This is very important. 

Also, making the office into a center will mean it will have its 
own review committees. At present there are 25 standing review 
committees at NIH with 126 members, none of whom is fully 
credentialed in any of the complementary or alternative therapies. 
So even with the best will in the world, the people on those com- 
mittees simply are not familiar with and are not really appropriate 
to be judging applications regarding those therapies. Fm not saying 
committees should be formed only of people who practice those 
therapies, but at least there need to be representatives on those 
committees. So first is creating a center and an adequately funded 
center. 

Second and more immediately, is passing the Access to Medical 
Treatment Act. You’ve heeird an example today of someone who has 
had extraordinary difficulty in having access to a promising ther- 
apy. We need to make, according to Representative DeFazio’s and 
Senator Daschle’s bills, we need to make those therapies available 
responsibly to anyone who wants to make use of them and avail- 
able through people, through practitioners who are duly licensed 
and duly responsive to their State licensing boards. So this is cru- 
cial. 

I recentW got back from China where I was giving a speech at 
a World Congress on Integrated Medicine and incidentally, in 
China, fully one-third of the physicians belong to this group of inte- 
grated physicians. This is the wave of the future in the largest 
country in the world and it should be here. 

One of the therapies that I heard about was a remarkable ther- 
apy using wet herbal dressings for third degree bums, and I saw 
and met with people who had been burnt over 90-95 percent of 
their bodies, who are now not only living but well and scar free. 
This therapy has aroused considerable interest in Europe and other 
parts of Asia. It is stalled here in an approval process. I spoke with 
the surgeon who originated it and he predicted, according to what 
he had heard from the FDA, it would take many years to get this 
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life-saving therapy approved. And that’s just one of many. So I feel 
the Access to Medical Treatment bill needs to be passed as soon as 
possible to make these therapies available to all Americans. 

Third, it is crucial that we have information about what we know 
and what we don’t know about the therapies that are out there. We 
need that information reliable, carefully evaluated information 
available now. One of the things that we’re doing here at our Cen- 
ter for Mind-Body Medicine and I think you and your staff knows 
about this, is we are having a Conference on Comprehensive Can- 
cer Care integrating complementaiy and alternative therapies this 
June. And the whole purpose is not to say, oh, we love this therapy 
or we love that therapy; the purpose is, let’s t^e a look. Let’s bring 
together the best people from around the world who have developed 
and are using these therapies, bring them together with the pillars 
of the cancer establishment to take a fair look. And then, once 
we’ve done this, to provide the information as freely as possible to 
as many people as possible. 

This process which we’re doing in a private way with some sup- 
port from the Office of Alternative Medicine, this needs to be made 
a major priority. One of the office’s mandates is to have a data base 
and a clearing house but it’s insufficiently funded to move it ahead 
in an appropriate time. So these three areas seem to me to be vi- 
tally important now to help the transformation in medicine and to 
make available to all of us the best therapies and the best informa- 
tion about those therapies. 

[The prepared statement of Dr. Gordon follows:] 
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My name is James S. Gordon, M.D. I’m a Clinical Professor in the Departments of 
Psychiatry and Family Medicine at the Georgetown University School of Medicine and 
Director of the Center for Mind-Body Medicine. I was the first Chairman of the Program 
Advisory Council of the National Institutes of Health’s Office of Alternative Medicine, 
and after my initial two-year term, I was reappointed by NIH to an additional year as 
Chairman. I’ve published well over 100 articles in the scientific and popular press and 
written or edited ten books, including most recently Manifesto for a New Medicine: Your 
Guide to Healing Partnerships and the Wise Use of Alternative Therapies . For more than 
twenty-five years. I’ve been integrating a variety of complementary and alternative 
approaches into my practice and teaching of medicine and psychiatry. 

We are in the midst of a revolution in the practice of medicine and a transformation in the 
kind of health care Americans want and receive. We are in the processing of shifting the 
center of gravity of our system fi'om high-tech diagnosis and treatment to self-care and 
mutual help; from a Western biomedicine preoccupied exclusively with finding the 
ultimate cause of and instituting aggressive treatment for discrete disease states to a 
“world medicine” which is equally concerned with balance and harmony within the 
individual and between the individual and his or her natural and social world; fiem a 
relentlessly secular system of treatment to a profoundly spiritual approach to care. For 
tens of millions of Americans, it is no longer a question of either modem science or 
ancient wisdom, but of combining both in a new, richer, more effective and more humane 
synthesis. 

Thirty years ago, Americans and their physicians believed that blood pressure and heart 
rate, the pain of cancer and the level of responsiveness of the immune system were utterly 
beyond the control of the individual. Acupuncture and Chinese medicine were 
anthropological curiosities whose practices were limited to the Asian community in the 
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United States, Physicians could lose their membership in state medical societies for 
referring patients to chiropractors. And massage was a subject for dirty jokes. 

Today we know that ordinary human beings are capable of mobilizing their minds— 
through biofeedback, relaxation, imagery and hypnosis-to improve and alter virtually 
every physiological function. Between twelve and fourteen thousand acupuncturists 
practice openly in the United States, and some 3,000 are physicians. Chiropractors have 
won anti-trust suits against the AMA, are licensed in every state and serve approximately 
10% of the population. Massage therapy is a growing profession whose practitioners are 
providing relief from stress, enhancing the mood of depressed patients, and giving help to 
those with cancer and post-operative pain. 

In their 1990 national survey. Dr. David Eisenberg and his colleagues found that some 
34% of Americans were already using these and other “alternative” therapies. The word 
“alternative” designated practices other than those taught in medical school or in post- 
graduate training. Seven years later, it is likely that over 40% of Americans use these 
therapies and that the vast majority use them as a “complement” to conventional 
therapies, as part of a self-created program of health care. Physicians in increasing 
numbers (close to 90% of family physicians in one study) are looking for information 
about these approaches, and studying and incorporating them into their practices. More 
than one-half of all American medical schools presently have electives which offer an 
overview of these alternative and complementary therapies. 

When attacks are launched against “alternative medicine,” the attackers tend to turn their 
sights on practices they believe to be inherently foolish. “Imagine actually giving research 
money to studying massage therapy,” they say. Or ,“Why bother with herbs when we 
already have drugs?” or, “Do you really expect us,” as one major figure in American 
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medicine recently said to me at Grand Rounds at one of our most respected teaching 
hospitals, “to take prayer seriously?” Some laugh at homeopathy— the use of infinitely 
small doses of substances to relieve symptoms that larger doses of those substances could 
produce. And many simply state that all of the therapies for which there is good evidence 
(for example, biofeedback) ate already included within the medical canon, while there is 
obviously no “good” evidence for the others. 

The complaints about insufficient data are rarely grounded in thorough smdy. There is, in 
fact, a sizable brxly of research information on a variety of diffierent alternative and 
complementary therapies. I cite several hundred epidemiologic and randomized controlled 
studies from peer-reviewed journals in Manifesto for a New Medicine. “Alternative 
Medicine: Expanding Medical Horizons,” a report prepared by over 200 researchers and 
clinicians for the Office of Alternative Medicine contains many hundreds mote citations. 
And, those who deny the possible utility of therapies for which there is no clear 
mechanism or resist funding studies of them, I think, ate both obtuse and forgetful. 

Aspirin was happily used by conventional physicians long before we had any notion of 
why it worked. 

We know, to cite Just a few examples, that meditation, relaxation therapies, imagery and 
hypnosis can contribute in a major way to decreasing stress, relieving pain and insomnia, 
as well as altering blood pressure, enhancing immune functioning, and helping to reduce 
the frequency and intensity of epileptic seizures. There are hundreds of carefully 
controlled studies in peer-reviewed journals, mostly from Europe and Asia, on the utility 
of herbal preparations, for example, astragalus and echinacea for enhancing immunity and 
St. John’s wort for alleviating depression. Massage appears to make a major difference in 
the growth, development and well being of premature babies. And homeopathy- 
improbable as it may seem— does in a careful meta-analysis seem to have very real effects 
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on a variety of conditions. In some cases, the evidence is far more impressive than that 
brought forward to justify a host of surgical procedures and other expensive, side-effect 
laden, commonly used, high-tech interventions such as electronic fetal monitoring of 
normal births or the insertion of tubes in the ears of babies with chronic infections. 


There are, of course, a number of alternative and complementary therapies that have not 
been adequately studied. This is precisely why Congress established the Office of 
Alternative Medicine at the National Institutes of Health. These include therapies that 
hundreds of thousands or, indeed, millions of Americans are looking to for answers to 
their health problems, therapies about which patients would hope to query their doctors, 
just as they might about the latest antibiotic or the newest surgical technique. Half a 
million people have used intravenous EDTA chelation to treat heart and peripheral 
vascular disease. Many of these people claim that chelation has been a life-saver. Most 
conventional physicians regard the success as an illusion, if not a hoax. People with HIV 
look to herbal therapies to enhance immune fimctioning. And cancer patients-as many as 
70-80% of them in some studies-scour the bookstores and search the Internet for help 
with tumors that are poorly treated by conventional physicians or for side effects of even 
successful treatment. 

The Office of Alternative Medicine (OAM) was created to make information about what 
is and is not known about alternative and complementary therapies available to patients, 
clinicians and researchers. It was mandated by Congress to “investigate and validate” 
promising new therapies. Funded at $2 million, in 1992, it was a small but bold initiative. 
It was seen as a '*beacon of hope” by many who were desperate for reliable answers about 
the efficacy of unconventional therapies, as well as by those who practiced or studied 
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these therapies. For the first time, the government would pull together information 
scattered in thousands of journals across all the continents and sort through it, culling 
what was valuable and discarding what was not, and making the results as widely 
available as possible. For the first time, there would be a body within the world’s premier 
research organization, the National Institutes of Health, committed to a fair study of these 
therapiK and rapid dissemirution of the results of these studies. 

In the six years of its existence, the 0AM has funded forty small studies on specific 
alternative dierapies and has established ten academic centers, some of them at the 
nation’s most respected medical institutions, devoted specifically to studying these 
therapies. It has brought together unconventional practitionets and conventional 
researchers so that they might work together to develt^ methodologies appropriate to the 
therapies and the thenqieutic systems under study and rigorous enough to satisfy the most 
exacting scientist It has published Alternative Medicine: Expanding Medical Horizons 
and begun to make available the results firom the studies it has funded. It has begun to 
build bridges with other NIH Institutes and the researchers in them and with other federal 
agencies, including the Food and Drug Adnunistration and the Center for Disease 
Control. It has provided technical assistance to dozen of investigators who are committed 
to the scientific study of their treatments. The 0AM has developed a Consensus 
Conference on the use of relaxation ther^]ies and acupuncture. It has helped open die 
way to the approval and use of herbal therapies and has just recently funded a major 
prospective study on the treatment of depression which will compare in head-to-head 
clinical trials St Johnlt woit with one of the Prozac-like, selective serotonin re-uptake 
inhibitors in the treatment of depression. 

The OAM has moved too slowly for some, particularly with regard to life-threatening 
illness for which there is no conventional medical answer, and has not always been 
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responsible to the needs of its constituents. For others, its progress has been too rapid. 
Still, in spite of its still minuscule budget (its first director, Joseph Jacobs, M.D., called it 
“homeopathic”) and opposition within and outside of it, the 0AM provides an 
opportunity for authoritative data collection, evaluation and dissemination; a focus for 
scientific exploration of the efficacy of alternative and complementary therapies; a forum 
for debate about research priorities and methodologies; and the possibility of the 
systematic study of the usefulness of these therapies and of the ways they may enlarge 
and enrich medicine in America. 

In order for the 0AM to move ahead more effectively, significant increases in its funding 
and changes in its structure are necessary. I’ll address these later. They hold great promise 
for the authoritative evaluation of complementary and alternative therapies and for the 
creation of a means by which people can most quickly obtain the most promising new 
treatments. Now, however, I want to turn my attention to another matter: the Access to 
Medical Treatment Bill 

Scientific evaluation takes a considerable amount of time. Randomized, controlled studies 
that satisfy the criterion of the FDA requite a great deal of money as well as time. The 
Access Bill makes it possible for people to safely obtain treatments that have not been 
approved by the FDA while the engines of scientific progress move slowly ahead. 

The bill, which has been introduced in both the House and Senate, permits any individual 
to be treated by a licensed health care practitioner with any method of treatment that that 
person requests; whether or not it has been approved by the Food and Drug 
Administration. The bill, whose co-sponsors range from conservative Republicans like 
Orrin Hatch (Utah) to liberal Democrats like Tom Daschle (S.D.), would not only expand 
health care options, it would also bring alternative therapies safely within the embrace of 
our health care system. 
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At present, fears of punitive action have some clinicians and researchers reluctant to share 
information - positive or negative - on the alternative therapies they use. Some 
practitioners have been arrested for practices that the FDA deems illegal. Others, 
including a number who treat cancer or HIV, have moved their clinics to Mexico, the 
Bahamas and Latin America. Some of these people appear unethical as well as 
unscientific but others are offering treatments that seem to hold genuine promise. The net 
result of forcing them off-shore is that patients who cannot get the care they want in the 
United States must go where it is unregulated, and physicians and other health 
practitioners in this country are unable to practice or study the medicine they believe will 
help. 

The threat of overzealous regulation has made impossible exactly the kind of scientific 
investigation that the FDA and other regulatory agencies say they want. By requiring that 
practitioners who wish to offer alternative therapies be licensed, the legislation will help 
keep these practices within the compass of state regulatory boards. It will require that all 
practitioners report both positive and negative effects to the Department of Health and 
Human Services. And by insisting that practitioners who use these treatments not derive 
any financial benefit from them (other than fee-for-service) the bill removes the 
legitimate concern that unscrupulous practitioners can make huge profits from the drugs 
or devices they use. 

The Access to Medical Treatment Act will make it possible for all of us to explore, with 
some reassurance of safety, all of the complementary and alternative therapies that are 
available. It will, as well, provide some feedback about therapies that have been, at least 
in individual cases, helpful or damaging. But it will not do the job of providing us with 
the rigorous scientific data that we need to fully evaluate these therapies. That job rests. 
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as it should, with the Department of Health and Human Services and most particularly 
with the NIH and the Office of Alternative Medicine. 

The Office of Alternative Medicine, as first established, was an office within the Office 
of the Director of NIH. A year ago, it was transferred to the Office of Disease Prevention. 
Congress increased its budget from $2 to $12 million and most recently to $20 million. 
This increase is, however, a pale reflection of the interest in the office. The OAM 
receives some 1 200 calls a month, as many or more than institutes with 50 or 1 00 times 
its budget, from people desperate for infoimation (up to 80% of them have cancer). 

With its current budget, the OAM cannot afford to establish the database that Congress 
mandated and evaluate the existing literature on alternative and complementary therapies. 
It can not adequately fund academic centers for the investigation of promising therapies 
for particular physical and mental disorders. And it certainly can’t investigate and 
validate promising and/or controversial therapies. An adequate study on St. John’s wort 
for depression - a single herb for a discrete condition - to be funded by the Office but 
through and under the auspices of the National Institute of Menial Health, will cost $1.5 
million a year for three years, or approximately one-twelfth of the OAM’s entire budget. 
An appropriate clinical trial of chelation therapy, the kind that is needed to help 
Americans determine whether or not this procedure actually works and, if so, for what 
conditions, would cost significantly more. The size of the Office’s staff is also completely 
inadequate to investigate the hundreds of therapies that tens of millions of Americans are 
using. A budget of $100-150 million with stafflarge enough to manage it would enable 
the Office to begin to address the scientific and human questions that are continually 
being addressed to it. 

However, more than money is needed. The current position of the OAM as an Office 
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restricts its capacity to do the research it is mandated to perform. All of its grants have to 
be funded in collaboration with and through the administrative mechanism of other 
Institutes. This means, quite simply, that other Institutes with other priorities and other 
means of calibrating scientific importance and public accountability may fhistrate the 
research agenda set by sectors of the scientific community and the representatives of 
public organizations who advise the OAM. When the National Institute of Mental Health 
agrees that a study comparing St. John's wort, which has been used regularly by over 20 
million Germans, is a worthy subject of study, die granting mechanism proceeds apace. If, 
however, the National Heart, Lung and Blood Institute, based on its evaluation, decides it 
is not important to study chelation therapy, or the National Cancer Institute disagrees 
about the value of investigating a new, widely-used and apparently promising but 
controversial, unconventional cancer treatment, careful, scientific investigations of these 
widely-used approaches simply cannot proceed. The OAM needs to become the National 
Center for Complementary and Alternative Medicine, an independent NIH body with its 
own granting capacity and an advisory council with the authority to approve these grants. 

The OAM is also limited in a second, and equally important, way. It is not able to create 
its own standing review committees, committees which would include members with 
expertise in complementary and alternative approaches as well as in scientific 
methodology. At present, there are approximately 26 standing review committees at NIH, 
with I2S people. At last count, none of the members of these review committees had 
degrees or licensure in any of the commonly used complementary or alternative therapies. 
There were, for example, no chiropractors, acupuncturists nor, so far as we were able tell 
some months ago, did any committee member with M.D.’s and Ph.D.’s have adequate 
expertise on complementary and alternative therapies. Transforming the OAM into a 
Center would enable it to appoint distinguished researchers and clinicians with significant 
expertise in these areas to its review panels. It would put the scientific study of 
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complementary and alternative practices on equal footing with the scientific investigation 
of conventional medical and surgical therapies. 

We also need a well-funded, independent Center to explore the utility of comprehensive 
approaches to the diseases which kill and disable large numbers of Americans, 
approaches which include a variety of alternative and complementary, as well as 
conventional, medical treatments. We need to see if shifting the emphasis from high-tech 
treatment controlled by physicians to teaching self-care and helping people to help one 
another can alter health status as it does mood, self-esteem and sense of control. We need 
to move beyond our single minded focus on modem biomedicine to explore the richness 
and relevance of the world’s many healing traditions. We need to determine if some 
plants in the world’s pharmacopeia may have greater benefits and fewer side-effects than 
manufactured pharmaceuticals. We need to be open-minded enough to see if the “vital 
energy’’-the Chinese call it “chi,” the Indians “prana”“Which is regarded as an integral 
part of every healing system in the world can be measured scientifically and used 
therapeutically. 

We need a Center committed to finding out not only whether these therapies work and if 
so, how, but how they can be implemented in real life, in hospitals and clinics across the 
country, for the poor who cannot pay out of pocket as well as for the wealthy who can. 
And we need to see if these approaches are indeed capable, as a number of them have 
already been shown to, to save us significant amounts of money. 

We need a Center where we can create models for the health care of the future and for the 
education of those who will practice it on themselves and others. This Center could help 
create a larger, more humane, more intellectually and humanly responsible professional 
education that will enrich and humanize the lives and practices of medical and nursing 
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students and their future patients. 

Finally, a Center with wide-ranging authority is necessaiy because complementaty and 
alternative therapies are not simply specific approaches to specific disease states. When 
used appropriately, they embody a new way of approaching health and illness with 
implications not only for research and treatment but for every aspect of healdi care and 
education: for the financing of health care; for the education of future health 
professionals; and, indeed, for our conceptualization of health and illness. 


II 
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Mr. Burton. You said you were the Chair of the alternative 
therapies commission? 

Dr. Gordon. I was Chair of the advisory council. I was the first 
Chair and then I was reappointed for a year. I’m no longer the 
Chair now. 

Mr. Burton. Are the people at the FDA paying much attention 
to the recommendations of that committee? 

Dr. Gordon. Well, there’s an ex officio member on that commit- 
tee from the FDA, and I think that that’s been helpful in moving 
the ^alog along. I think a great deal more needs to be done. I 
think the FDA needs to be educated about these therapies. I think 
there needs to be a nugor push from Coiigress to insist that there 
be other ways of evaluating these therapies. We heard some testi- 
mony on that earlier. 

Mr. Burton. What other ways? 

Dr. Gordon. Well, I think for example, and Dr. Matthiessen can 
address this, some of the ways that traditional therapies have been 
looked at in Germany simply by saying here is use that’s been 
going on over a long period of time, and he can talk about it in 
much greater and more accurate detail, these therapies seem to 
have been helpful and most importantly they have not created 
harm. And then also pulling together the data that is available, the 
scientffic data. 

One of our problems in this country, and this will be no surprise 
to anyone in this room, is that we’re incredibly chauvinistic. We 
have not really opened ourselves to the rest of the world and to in- 
formation from the rest of the world in the way that we should. I 
have no doubt that scientific methodolo^ in Germany and in most 
other European and some Asian countries is every bit as sophisti- 
cated as ours. There’s no reason why we shoul^’t accept those 
studies just as we would accept our own. 

And I think there has to be an expedited process. You were hear- 
ing earlier about someone who needs — and you made the point I 
think very clearly — it’s not merely a matter of life-threatening ill- 
ness, it’s also chronic illness. There is no earthly reason if thera- 
pies are not on the face of them harmful, if they’ve been used else- 
where and they’re not harmful or no one has any reason to believe 
that they’re harmful, to not make them available to people with in- 
formed consent. And I think the FDA needs to either develop proc- 
esses to enable that to happen or that somehow that responsibil- 
ities should be transferred elsewhere. 

Mr. Burton. I would appreciate it if maybe if you have a few 
recommendations, since you’ve worked on that commission, if you 
could give us a few that we might incorporate into our discussions 
with the FDA when we meet with them. 

Dr. Gordon. I’d be very happy to do that. 

Mr. Burton. Dr. Matthiessen, did you want to comment on what 
he just said? 

Dr. Matthiessen. Perhaps one point in regards to the methodol- 
ogy. It was our experience that randomized studies are a big prob- 
lem in this area, because patients are so autonomous and generally 
they are not willing to be randomized. They have certain decisions 
and certedn intentions, so we had to look out for other methodolo- 
gies. And our impression was even the single case studies have 
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been chronically underestimated, and that was a decisive area of 
finding that we also have to look at appropriate methodologies. 

Mr. Burton. You said one thing and FU let Dr. Bom make any 
comments she might want to make, and then 111 ask my colleagues 
if he’d like to ask a question. You said that in China they have a 
procedure where if someone was burned over 90 percent of their 
body and they put some kind of coating on the skin? 

Dr. Matthiessen. Yes. 

Mr. Burton. And they not only survived, but there was no scar- 
ring? 

Dr. Gordon. Yes. This was a surgeon who had developed this 
therapy. When we were in China we not only read the case reports, 
saw the pictures of the patients before and after, but met the peo- 
ple who had been so badly burned and they were quite recognizable 
from their initial picture. It’s very dramatic. It’s just one of a num- 
ber of therapies that can’t be brought here or that have not been 
able to be brought here. 

I can get you some more information about it. 

Mr. Burton. And how long has FDA been fooling around with 
that? 

Dr. Gordon. Well, according to the surgeon, and I have not gone 
and checked it out with the fDA since then and I’m waiting for 
more information from him, he told me that it had been a couple 
of years that he had presented it. 

Mr. Burton. And there’s pretty substantial evidence that it 
works? 

Dr. Gordon. Certainly the evidence looked good to me. It cer- 
tainly looked good enough to me so that it was worth a trial or at 
least worth a visit. 

This is something that has been veiy importeint I know to Sen- 
ator Harkin and to former Representative Bedell in particular, very 
dear to his heart and to mine as well, is that when something like 
this comes up when there is such a therapy, we need to go and 
take a look. 

Mr. Burton. It’s not that hard. 

Dr. Gordon. Not that hard. And I think that this is one of the 
areas in which the Office of Alternative Medicine is hoping to move 
ahead together with the CDC is to have people go out and I woiild 
say not just in this coimtry, but all around the world where some- 
body is getting this kind of result and to really take a hard and 
fair look and see what they have to offer. 

Mr. Burton. Dr. Bom, &d you have any comment? 

Dr. Geurkink Born. I think one of the other things that was 
mentioned earlier was that the great nximber of people that are in- 
terested in preventive medicine; that this is a train that’s going to 
keep rolling. And doctors and doctors who are gainst complimen- 
tary medicine and FDA can get in the way of this train or they can 
stand and watch it go by, but I think that the Access to Medical 
Treatment Act is a really good bridge to allow some control and 
some good studies to be formed from the research that is encour- 
aged by this bill to allow patients access without encouraging doc- 
tors that may be unscmpulous and promoting quack cures or pro- 
moting themselves selfishly. I really believe this is a great bridge 
to fill that gap. 
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Mr. Burton. I wish all my colleagues were here, but I don’t 
think anybody who has listened over the past 2 days of hearings 
that we’ve had could help but feel that the FDA instead of being 
a help in many cases is an impediment and it kind of makes you 
very angry, especially if you’ve had anybody who has been very ill. 

Dr. Geurkink Born. Or especially if you’ve been a doctor who 
is trying to help their patients and unable. 

Mr. Burton. I’m sure you feel that frustration as well. 

Do you have any questions? 

Mr. DeFazio. Thank you, Mr. Chairman. Yes, Mr. Chairman, if 
I could. 

Dr. Gordon, if I could just followup. I guess what puzzles me, and 
I know you can’t give me a definitive answer either, but I’ve specu- 
lated and talked to many people about whether the problem is with 
the law or the problem is with — I mean people want to point to the 
FDA and say they’re the villains. Well perhaps it has to do with 
the charge we’ve given them or their interpretation of that charge, 
I think in part, but still they seem to be overzealous gatekeepers 
in cases like this bum therapy you mention. And it’s not unique, 
as I fo\md out in the case ot saw palmetto. I mean they said, as 
I vmderstand it, at the end of the process the results are statis- 
tically significant but they wouldn’t allow health claims to be made 
for saw palmetto because they didn’t find them to be medically sig- 
nificant. Well, I don’t know how you can have a statistically signifi- 
cant response that wasn’t medically significant to individu^s. I 
mean, do you understand? 

Dr. Gordon. Well, I am a psychiatrist, but I’m not — I think that 
you put your finger on it in the beginning of what you said. The 
problem is that me language that defines what the FDA does has 
to be changed. I think that they are adhering in a sense to the let- 
ter of the Taw but they’re missing the spirit. And I think that po- 
tentially in my experience that Congress can enforce — ^if this isn’t 
a paradox — can enforce the spirit by saying we want you to open 
up your way of looking at these substances, at these procedures. 
We want to diminish the watchdog fiinction. We want to make that 
only where it’s absolutelv necessary. And we want you to take as 
your charge making available as much as possible tHat is not going 
to be harmful. 

And I think it has to be a very fundamental shift. And I know 
you’ve had hearings, and I’ve been at hearings where the FDA has 
testified. The FDA is just a kind of representative of the scientific 
establishment, in a sense, one wing of it. And I think that it will 
change. 

NIH, for example, is beginning to change because of the consist- 
ent pressure, because of pressure of hearings, pressure of all of you 
so that, for example. Dr. Varmus has now suggested, and I think 
rather strongly, to all of his institute directors that they take a 
look at some of these promising alternative therapies. And I think 
that what has to happen is tlmt you all have to make very clear 
what you want to have happen, and tell them that they have to 
come up with lan^age which permits rather than restricts. 

Mr. DeFazio. Yes. And I t hink the key in what you said is that 
they prove that they don’t do harm. And I ^ess. Dr. Matthiessen, 
how do you deal with this in Germany? For instance, saw palmetto 
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I think is made available in practice in Glermany, as I understand, 
and yet here we’re not allowing claims to be made. I ^ess it would 
be something from your E list, so it would be something that had — 
I guess it’s observed through clinical practice and history, is that 
how it is? I think what you hinted at was people who seek out al- 
ternative medicine don’t want to end up in a placebo, in a study, 
is that what you were saying in terms of they were resistent to 
that? 

Dr. Matthiessen. Well, that was one topic, yes. They didn’t 
want to end up with a placebo. But they just didn’t want to be ran- 
domized objects. They had certain demands and certain expecta- 
tions and so it was very difficult to establish comparable trials. But 
there are methods and we can develop findings arout new methods, 
appropriate methods which allow individualized therapies. 

Now one main problem is, I think, that the conventional medi- 
cine is very much science centered and scientist centered. Now 
many CAM are practitioner centered and patient centered; that 
means that the problem of individualization within the art of heal- 
ing, it’s person bound. And it’s very difficult to cut down on formal 
knowledge. But the reality is, of course, this let me say de- 
genralization and re-individualization of our knowledge in regards 
to the iinique situation and the highly complex situation meeting 
one single patient. 

Dr. Gordon. I think what vou’re saying is very interesting be- 
cause what needs to be created is an open space in which whatever 
is known can be presented. 'There’s no reason not to present the 
fact that this is statistically significant. I don’t understand why 
something that has been proved can’t be presented publicly, and I 
think there must be some kind of strange convolution in the FDA 
regulations that prevents it. So that needs to be freed up. And once 
that’s fi%ed up, once all the information is out there, then one can 
begm to work in a very individualized way with people and to 
begin to promote other methodologies and other ways of approach- 
ing people. But they go together that the openness has to be cre- 
ated and then we can really work at providing both individualized 
and comprehensive care. 

Mr. DeFazio. Dr. Bom, I think you were alluding to this from 
your practice and your observations. I mean what I see now most 
commonly is if I’m in the health food store, or whatever, and I’m 
looking for something that I’ve sort of researched on my own or 
talked to a naturopath in Oregon about, I see other people there 
and theyTl start asking me questions. I’m saying “Well, I don’t 
think tms is a good idea,” or a lot of these health food stores will 
have a clerk who specializes in that. But instead of being able to 
go to you and get information with confidence or someone else who 
is conversant and trained we’re really inhibiting that. I mean 
wouldn’t you say now we’re really got the worst of all possible 
worlds? It’s happening but it’s happening in a way where, as Jim 
says, there’s no body. We’re just not moving the information for- 
ward and making it available for people nor are we allowing them 
to act as experts regularly, and I just wanted you to reflet both 
on that and this other thing. Because I think the most chilling tes- 
timony Fve heard is what you said the Assistant Attorney General 
from California said: It is difficult for us to get patients to complain 
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about these doctors, so we’ll have to find ways to get them our- 
selves. So the patients are satisfied but the regulators still want to 
get these doctors? I mean, that’s an accurate 

Dr. Geurkink Born. That’s very true. I couldn’t believe it when 
I was sitting there either. I think I was the only complimentary 
doctor in the room, but there must have been 300 to 400 other doc- 
tors there. It was scary to me that that’s their philosophy. 

I think that they see this train rolling along that maybe they’re 
willing to look into some kind of regulated passage of an alter- 
native medicine bill. I’m not sure that this is one that they would 
agree with, but I think that it’s a great start and I think it’s a 
great bill personally. But, yes, there are many, many doctors who 
do not agree that conventional medicine has anything to do with 
vitamins and minerals. 

Mr. DeFazio. Yes, I mean I guess I had an experience with a 
physician in my own district, the same thing. They couldn’t find a 
single patient to complain, but they pulled his license for using un- 
approved therapies, yet they could not get one patient to complain. 
In fact, the patients were deluging my office saying get this guy his 
license back, he was the only person that did me any good. But, 
you know, the State board for whatever reason had pulled his li- 
cense. He finally did get it back. 

Dr. Geurkink Born. I hear of that all the time, 

Mr. Burton. Thank you, Mr. DeFeizio. 

I want to thank you all for being here. 

I understand you work for Muhammed Ali amd his wife? 

Dr. Geurkink Born. Yes, they have been patients of mine. 

Mr. Burton. They are patients of yours? 

Dr. Geurkink Born. Yes. 

Mr. Burton. I’ve had the pleasure of getting to know him, and 
I think he thinks very highly of you, so you’re to be commended 
for giving him some help. 

Dr. Geurkink Born. Thank you. He improved dramatically with 
our treatment. We do a therapy called chelation therapy and his 
wife noticed improvements immediately. In fact, before he had 
treatments you hardly ever saw him in the press and since he had 
treatments, within 6 months he lit the Olympic torch that year. 
And since then he’s been in the press and been out to eng^ements 
and events frequently. But he could hardly talk. It took him a half 
horn- to walk down our hallway, which is half the size of this room, 
he was walking so slowly and he’s doing much better now. 

Mr. Burton. Well, I want to congratulate you on your hard work 
and I know he thinks highly of you. 

Any other questions? 

Dr. Matthiessen, in particular I want to thank you for coming all 
the way from Germany to be here. I promise you that the informa- 
tion you gave to us today will be used and we will present this in- 
formation to the Food and Drug Administration, along with the tes- 
timony of the other panelists here. 

And with that, thank you for being here. We stand adjourned. 

[Whereupon, at 4 p.m., the committee adjourned subject to the 
call of the Chair.] 

[Additional information submitted for the hearing record follows:] 



330 


statement of Susan Haager, Piesldent/CEO 
Cltlsens For Health 

Submitted to the House Government Reform and Oversight Committee 
February 12, 1898 

Citizens For Health is a grassroots, non-profit health advocacy organization whose goal is 
to protect freedom of choice in healthcare end the right to truthful and nonmisleading 
information to allow consumers to make their own educated healthcare choices. We have 
chapters in all SO states and several iiitemational member organizations. 

Citizens was originally established in April 1992 to organize consumer grassroots efforts 
to pass the Dietary Supplement Health and Education Act of 1994 (DSHEA). Many of you 
worked with us on that successful effort and have continued to work hand-in-hand with us 
to further the principle of consumer right to choice in healthcare. Our membership 
crosses party lines and represents the broad spectrum of Americans—choice in 
healthcare affects people of all Ideologies and the Access to Medical Treatment Act 
(AMTA) reflects those interests. 

I want to thank Representative DeFazio for being a constant voice for alternative 
medicine in Congress and for consistently speaking out about the issue of consumer right 
to choice. He has been the primary sponsor of AMTA in the House and has been steady in 
his commitment to educate his colleagues about the importance of allowing consumers 
to choose from the full range of medical options. 

The right to choose is a basic American right and is one of the four cottsumer rights 
outlined by President Kennedy 38 years ago. Citizens For Health has adopted that right 
as one of our bedrock prindples. In no facet of life is the right to choose so elemental and 
necessary as in the ixsue of dtlzens' health and well-being. 

Citizens For Health has been working on AMTA since the bill was first introduced in 1998 
by Representative DeFazio in the House and Minority Leader Daschle in the Senate. It has 
been a frustrating and slow-moving process to get Congress to focus on AMTA. During 
that time. American voices have only grown in strength advocating access to alternative 
therapies. Under the present restrictive system, FDA approval of a treatment is required 
before it can be administered. As we all know, FDA approval of new drugs costs an 
average of S400 million and takes nearly IS years. That's too long for people facing life- 
threatening or chronic illnesses to wait if a s^e, efficacious treatment— not on the FDA 
approved list— is available. 

The current system is driving Americans to great lengths— in some cases, even to other 
countries— to receive treatments that are safe and effective. Last week in the Boulder 
Colorado newspaper, the Daily Camera, the local section featured a 24-year old 
diagnosed with cancer last year who has sought alternative treatment to control his 
disease. The son of a surgeon and a former nurse, he felt that conventional medicine was 
not the answer. He has chosen to travel to Mexico at a cost of over $37,000 to receive a 
German homeopathic treatment and his cancer is now 60 percent in remission. It's tragic 
that the option to choose and receive such a treatment doesn't exist in this country— a 
place where freedom of choice is supposed to be a fundamental right. 

Citizens strongly supports the principles of consumer access and choice represented by 
AMTA. Too many American consumers have suffered from being denied the ability to 
take care of serious health concerns because of restrictions on available treatments. This 
Committee heard the testimony of Dr. Stanislaw Burzynski's patients last week and got 
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firsthand accounts of the importance of being able to choose and pursue effective 
alternative treatments. 

Anyone who sees a family member suffer, especially from a life-threatening illness, 
would do anything they could to find the best, most eflective treatment pos^le. That is 
the idea behind AMTA~to ailow consumers to find and choose the treatment they want as 
long as the treatment doesn't cause harm and the patient is fully informed of its risks and 
side effects. 

The concepts behind AMTA may be new here in Congress but the idea of choice shouldn't 
be. Consumers are way ahead of legislators—well over one-third of Americans already 
seek alternative treatments and make more visits to alternative practitioners than to 
primary care physicians. 

Consumers have Joined forces with alternative care practitioners to pass medical 
freedom bills similar to AMTA in nine states already— Alaska, Colorado, Georgia, New 
York, North Carolina, Oregon, Oklahoma, South Dakota and Washington. Advancing 
patient choice and protecting alternative practitioners from harassment by state health 
boards has been at the heart of this legislative trend. Similar legislation is pending in 12 
additional states. These efforts show consumers' strong desire to make their own 
healthcare choices and the momentum behind medical freedom legislation is 
progressing from state to state. Passage of AMTA would set a national precedent and 
send a clear massage that consumers have the right to choose beneficial, safe, non-FDA 
approved therapies from trained health professionals. 

Twenty-two of the 12S medical schools in this country— including Johns Hopkins, Yale, 
Columbia, Georgetown, Harvard and others— have recognized the value of altamativa 
medicine and have incorporated teaching about altamativa methods into their programs. 
Unfortunately, without legislation like Ah^A consumers’ treatment options are limited to 
only those procedures approved by FDA and there is no impetus for more research Into 
alternative therapies. 

Over the three years AMTA has been before Congress, Citizens has received a lot of 
feedback concerning whether the bill contains sufficient consumer protections. 
Consumer protections do exist in the legislation: • practitioners must meat state licensing 
reqttirements; • the treatment cannot pose a significant health risk; • a patient must be 
Informed that the treatment has not been federally approved and that they receive it at 
their own risk; • a patient must be Informed of the nature of the treatment, benefits, side- 
effects and post results and; • no advertising claims can be made about a treatment. At 
the same time. Citizens shares the legitimate concern that consumers be allowed choice 
but are not token advantage of by ill-meaning practitioners. 

We have already begun working to modify the bill os it Is written to build in more 
consumer protections without restricting choice or access. We hope that through these 
modificatiotu we come up with a stronger bill that allays the fears expressed by some 
members of Congress and other consumer groups. We welcome the assistance of other 
interested parties and hope that members of Congress and consumer groups adio 
support peoples' right to choose safe, efficacious treatments will Join tis in our efforts. 

I realize this is not an AMTA hearing, but I hope we've convinced you that ate should work 
to schedule a hearing devoted to consldarlng that bill. I would like to thank Chairman 
Burton and the other members of the Committee for allowing Citizens For Health to 
submit testimony on this very important issue. 
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Drs. T. Ceuildiik and G.R. Born 
2687 44* Street, S. E. 

Grand Rainds, MI 49SI2 
June 2. 1996 

Dear Drs. Geurkink and Bom: 

During one of my first visits to your office, beginning late April of 1994 , you stated that one of the 
piobleniatic medical conditioiis, namely d^eneration in the retina of the left eye, might be 

improved chelafimi treatmertts, cnmbirterl with appropriate vitamin therapy (antioxirbnts). However, 
at that time I was still trustmg the allied effectiveness of laser surgery. The “retinal spedalist,” whose 
advice I was following, had been very sensitive to my questions about alternate treatments. He claimed 
that laser surgery was the only effective treatmem available. I naively a<oinvvt he knew all the relevant 
infotination onthesub)ect 

The macular degeneration <ff my left eye was first in early March 1993 19 an optometrist 

He immediately made an appointmem with the above mentioned “retinal specialist" The first laser 
surgery took place in eariy April, 1994 (I ortly have billing date recotils). The results were positive, 
with a reduction in the visual “gray’ spot and a slight change to a more opaque appeatatrce. However, 
deterioration probably began almost immediately. The bleeding apparently was never completely 
stopped. In early May of 1994, 1 received the sexmd laser surgery, followed a month later by a third 
Neither of these surgeries was highly successful. The “specialist" with considetable resignation, claimed 
that this was the best that could be done at this time. Following a few follow-up examinations through 
the summer of 1994, 1 have not been , to rtry knowledge, contacted by his office again. 

It was in June of 1994 that I receive the first of slightly more than thirty ( up to this time) chelation 
treatments. At the time I was thinking mote of impcovemem in Mood circulation and an improvement in 
vigor and overall health. I definitely feel that such an itnprovemem has occurred I can, at 6 S years, 
engage in stremnus physical activity for six to ten hours a day, six days a week, with only an old knee 
injury and the sciatic nerve to the Idft leg complaining It wasn’t until late in the year of 1994, or even 
early 1993 that I notioed that the visual “grs^ ^)Ot (which I noticed only with the dominant right eye 
closed) was completely gone. I could recognize the outlines rff large objects with distinct lines. I tried 
driving a vehicle, using just the left eye, but there was only very limited depth perception and inability to 
judge the movements of other vehicles. Over the last year, especially early in the morning, Icanpickout 
letters of large print through parts of the "opaque’ spot in the cemer of my left visual view. Icannotread 
with the left eye, but I can detect that there are lines of print in fiom of me. 

Since there was only lim i te d terrtporary irttprovemem with laser surgery, and no promising prognosis for 
any long-term benefit, I cannot attribi^ the presem stable condition of my left eye u> that procedure. 
(Sometitnes I am tempted to seek an “irttpartial “ examination of my rfgmag rH eye to estaWsh whether 
the laser surgery may have contributed to what appears to be permanem damage to the retina). 1 believe 
this presem stable corrdition (for about one and a half years now) is due to the only other treatments that I 
have had, namely, chelation with srrpplemental antioxidants, under the supervision of you and your staff. 

I t h a n k both of you for providing this alternative service to standard treatments which, in my case, were 
ineffective and possibly even detrimental. 




Lawrence Clark 

817 N. Clinton Lot 718 

Grand Ledge, MI 48837 
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June 24, 1994 


To Uhom It may concern: 

In 1990 I had open heart surgery and in 1993 my M.D. sent me to 
a neurologist for a circulatory test commonly referred to as a 
"dye" test. 

Upon completion of the above test I was Informed that my left 
veck vein, which supplies a major part of the blood to my brain, 
was filled with plaque and beyond surgery, and that the other neck 
vein had also accumulated plaque buildup. I was then informed that 
when both of these neck veins are plugged off with plaque the result 
is a major stroke. 

The diagnosis of a major stroke awaiting me was not pleasant news. 

I decided not to sit around and wait for a stroke, I was going to 
act and act now. 


Upong Investigation I found a procedure known as Chelation. This 
procedure is as simple as an IV drip into the arm, with no harmful 
side affects. After I talked with some people who already had the 
treatment I decided further investigation was necessary. 

Upon arrival at the clinic and a detailed discussion with the doctor, 

1 decided to go ahead with the treatment. Upon completion of multiple 
tests I started Chelation treatments. Upon completion of 4 treatments 
I found that I felt very much improved, aches and pains I had had for 
40+ years had vanished. Upon completion of the first 20 treatments 
I felt like I was alive again and had a renewed joy of life. 

I am very excited and pleased to have found the Born Preventative 
Clinic, and am very confused as to why anyone would object to 
Chelation and preventative medicine. 

I feel I have saved my insurance company alot of money, by nor 
having to go through surgerys again. I am sure I have saved nyself 
aloe of worry and recovery time in a hospital. 


Respectfully, 






Lawrence Clark 


pc 
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264 Bona Vista NH 
Grand Rapids / MI 49504 
August 8/ 1994 


Dr. Tanny Geurkink 

Bom Preventive Health Care Clinic 

2687 44th St. SE 

Grand Rapids / MI 49512 

Dear Dr. Geurkink: 

You are already aware of the positive results I have had from the treatments and 
teats I received at your clinic. However/ I am restating them here because I would 
like yco to send this letter on to the "powers that be" that will be deciding the 
future of food supplenents and other natural remedies as well as chelatim. 

For many years a persistent and often deep cough has dogged me. Apparently run down 
after having cared for my husband ^o died of ALS (Lou Gerig's Disease)/ I got a bad 
case of pneunonia which later rec u rred, ^e cough that steamed from the first care 
has plagued me very persistently much of ten years/ getting more severe during the 
last two or three years. 

I had been going to an M.D. Internist and was very happy with him except for the fact 
that he W 2 is never able to help me get rid of that cough (which made people think I was 
"really sick" wh^ I wasn't). Having heard of Dr. Bom and his prevmtive health care 
measures for years and since our family had gone to him when ve lived near his office/ 

I decided to try him again. 

When an X-ray was taken of my chest/ a doctor noticed that a carotid artery was filling 
with plaque and asked if I had ever considered chelation. I hadn't/ at least/ not 
seriously. But when further tests showed that I had had cne heart attack (earlier a 
cardiologist had told me the same thing but I thought very little of it after a heart 
cath reported other arteries to be fine)* and also shcK^ that blood was not getting to 
certain areas of my body easily/ I decided to have chelation. After 20 treatments/ 
a Doppler test revealed dramatic inprovemmt. That would be enough to make me a believer/ 
but the stories from "real/ live people" who sat in chairs near me during the treatments 
were fantastic evidence that it works and works wonders. A retired teacher/ for example/ 
had had bypasses and was told they could do no more for him surgically. Then he devel- 
oped a blood clot from mid-calf to mid-thigh. His cardiologist told him Mother Nature 
would have to take care of that and that he would always have pain and swelling at times. 
After only 10 treatments/ this man was/ in his estimation/ 90% better. One woman v^Kxn 
I learned to know quite well was told to swim and exercise in her swimning pool. But/ 
she was unable to walk to the pool because of poor circulation to her left foot. After 
chelation/ she was invited by a friend to stay for a coi^le of months on a private 
island in Florida where she walked 4 miles a day on the beach! Similar stories heard 
regularly make me an avid sales person for chelation. 

Because of various tests and treatments and many food sqppleaients given me/ I am now 
free of that horrible/ embarrassing cough tiiat plagued me for so long/ and have been 
for quite some time. I neglected to say that I ran out of breath VERY easily. Vihen 
picking up my small granddaughter/ for example/ and just walking out the door with her/ 

I h:.ffed and puffed. When I walked up steps/ it was the same story. Always people 
with me would have to wait till I caught my breath. About 2 months ago, I picked up 
that same (new a bit heavier) granddaughter fron the floor/ walked away with her and 
suddenly realized I wasn't one bit out of breath! I go up and down hills during my 
morning walks and get al^ig just fine. 

I honestly feel that all these wonderful things done for me at the Bom Clinic are an 
answer to ntemy prayers . I am thrilled beyond words to awaken each morning with no 



335 


horrible squeaks and rattles and groans coming from somewhere deep down in my lungs. 

Please do everything you can to ensure that sxi^lements will not be taken away from 
US and that chelation euid other treatments that might not be covered by insurance will 
be covered. It was not easy financially to pay for chelation/ but/ believe me/ it was 
worth every penny. 

Thank you/ Dr. Geurkink/ and Dr. Bom for providing this kind of service! 

Sincerely/ 

Lois Johnsc^ 
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April 30, 1993 


Grant R. Bom, D.O. 

Bom Preventive Health Care Clinic 
2687 - 44th St. S.E. 

Grand Rapids, Ml 49512 

Dear Drs. Grant & Tammy Bom, 

I would like to properly thank you for the preventive care you have provided me 
since October, 1992. It has significantly changed my life. 

It is Incredible to me that our insurance company refuses to pay the costs of 
preventive medicine. How can this be? Since becoming your patient the costs have been 
substantially reduced from the expense of reactive treatment. 

In 1991, after many months of feeling exhausted (one year of which was spent 
“bed resting') I was diagnosed as having CFS (Chronic Fatigue Syndrome) by my 
internist. I appreciated the diagnosis, because; I could not understand how after many 
years of being socially, physically and intellectually active there was a reason for my 
fatigue and mental confusion. 

At the request of my physician, I returned to his office every two weeks for routine 
checkups, blood tests, consultations, etc. He basically said the only thing I could actively 
do to help myself was to rest. 

I rested for almost two years and did not improve. I began having frequent 
migraine headaches. I would receive medical attention for these headaches. The cost 
incurred are as follows and Insurance paid for all the treatments with no questions asked. 
These figures speak for themselves. 

1991 $ 5.997.99 - Jan. 1992 through Oct ’92 $ 4.345.00 

Bom Preventive Care 10/16/92 - 4/29/93 $ 1.192.00 


Since I have been a patient of yours, I have not had one migraine and have 
resumed activity almost 100% to where I was two years ago. 

When I first came to Born Clinic you told- me that you could help me and I would 
feel better, and you were right The cost cpfnpahson speaks for itself. The Gaby Wright 
injections have significantly helped me. My quality of life has increased to normal levels 
and I am very thankful to you. We need doctors like you to guide and educate us. 
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How can I help to make this available to other people when under our health care 
system your preventive care is not covered by insurance? 

Is it possible for our health care programs to be unaware of preventive medicine 
or, are they simply Ignoring it? We need to work together to educate the health care 
companies and our government about preventive medicine, rather than reactive medicine. 

Thank you again and if 1 can ever be of help, please let me know! 


Sincerely, 




Susan Morse 



